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Meéow nlextpovikod tayvdpousion

Hpog: Olovg tovg Ilupookevuotic DuppokevTikdy Iipoiovrwv, Kdaroyoug

Adgiag Kvkhogopiag, Awavopeic kar Tomkovg Avrimposdnovg

Oéna: E@appoyn tov Kar' E£ovc086Tnon Kavovionov (EE) 2016/161 tnc

Emtpomic yio ) copuniipoey mhe Oonyioc 2001/83/EK tov Evponaikot

KowoBovliov kot Tov LvpuBoviiov pe tov Ko00p1opod remtopepdv Kavovmy

OYETIKA IE TO YUPUKTNPLOTIKA UGOULEIUS TOV gRQavilovTul 6T 6VCKEVUGIT

TOV apudkoy yio avlpdmivy ypion

To ZvpPovho Papudrwv vrevlopiler dloug tov¢ opackevaotés Gapuakevtikdy
[Mpoidvtav, Kdtoxovg Adewag Kvkhogopio, Xovdpordieg, Awvopeic kar Tomucoig
Avuposodnovg omv Kbmpo, pe dpusmpiomreg mov OxETILOVIUL HE QUPLOKEVTIKG
TPOTOVTA Y avOpdmvn yprion oty KUTTPIOKT ayopd, yict TOV o Thve CVOLQEPOUEVO
Kot’ Eovoroddtnon Koavoviopo ™mg Emitponng
(https://publications.europa.cu/en/publication-detail/-/publication/645fa920-cef8-1 | ¢5-

a4b5-01aa75ed71al). Avtég o Kavovioudc kaBopilet Tovg Aemtopepeic kavovee yio ta
LOPUKTNPIOTIKG  0oQUAEinG MOV WPEmEl v ENQUIVOVTOL OTN] GUOKELAGIE TV
PUPHAKEVTIKOV TPoidvTev Yo avBphmvy ypion ornd my 9" Defipovapiov 2019.

YrevbopiCerar 6t m o hdyog Béomiong Kavoviopo eivat 1) avtipetdrion tov cofapod
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Kwvdbvov  mopeicppnong ot vopwn  alvoidae OlvopnG,  WeLdemlypagpwy
PUPHAKELTIKGOY TPpoidvTmy.  Xopgove pe tov Kavovioud, ometsiton, pe Kamoleg
eEapéoelg mov avapépovtat atov Kot E€oveiod6ton Kavovioud (EE) 2016/161, ta
PUPHOKEVTIKG TPOTOVTIOL V& QEPOVY YUPUKTIPIGTIKA OCPAAELAG TOV Vi EMITPETOVY TNV
TOVTOTOINGN KO TGTOTOMGT TG YVNOIOTNTHG TOVES KOL VoL dwpLAGosovTal amd mbavn

napafiocon me cvokevaciag.

Ta yopokmpiotikd acoareiog mpémer vo eQopuolovial ot GuoKevaoisg TwV

aKOAOVO®Y QUPUOKEVTIKOV TPOIGVTOV Y10t avOphmvn ypron:

(1) Dappoxevtikd mpoidvia Yoo to omoie emaiteital lOTPIKN GUVTOYN 7ov dev
noporapfpavovrar oto TMapdpmpa | tov Kot E€ovooddton Kavovieuot (EE)
2016/161,

(2) popuokevtikd mpoidvia yia te omoie dev amouteitan WTPIKT]  CLVTUY 7oL
neprhappavovion oto Mapdpmpua 11 tov Kat’ ESovcodéten Kavovieuot (EE)
2016/161,

(3) Quppokevtikd TPoidvta Y To omoin Ta Kpétn Mékn éxouv emexteiver v
EPUPHOYN TOV pHOVAdIKOD KmSKoDh avoyvdpiong 9 Tov HNYAVIGROD aviyvevong g

Teporoinong cvupeva pe o Gpbpo 54a(5) e Odnyiag 2001/83/EK.

Ta yopuktpiotikd aceaisiog anoptilovior and Svo otoyeio mov mEpopBhvovtat

GT1 GLOKELAUGLN EVOG QUPUAKEVTIKOD TPOTdVTOG:

(1) To povadikéd kodikS avayvdpione, wia HoVOdIKY aAAnovyic Tov Kmdikomoigital
O€ £V0L SLOOLIOTATO YPUUMIKO KOSIKO TOV EMTPENEL TNV TOVTOTOINOT Kol TGTOmOiNoN
G YVNOLOTNTAG TG HEHOVOUEVIG GUGKEVOGIAG 6TV omtoia sivat TUTMHEVOC,

(2) évo pmyaviopd mov emrpémet v enainbevon tov KOTd THoO Exel TapaPrachsi n

OLOKEVUGIC TOV PUPHAKEDTIKOD TPOTAVTOC ( HNXavVIoLOg aviyvevong taparoinonc)

O Iepookevaotés, or Kdtoyor Adsiog Kukhiogopiag, ov dwvopeic kot or tomkoi

QVTIMPOCOTOL TPEMel va duceaiicovy Gt OVTEG Ol OMCUTNGEL] TNPOVVTOL Kol
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£QOUPUOCOVTOL OAEC O1 VOUIKES VTOYPEDGEIC GE CYEOT] HE TO YUPOKTPLOTIKG aoQaAsiog
Y0 TO QUPHOKEVTIKG TPOTOVTU GOHQMVE PE TOV Tpouvapepoevo Kavoviand éoc my

9" Defpovapiov 2019.

O povadkdg KOSIKOG avoyvhplong mTpémel v KodSIKomoEitar ot fva dledideTaTo
YPapKd kodwo (2D uitpo dedopévav) ko og HOPYT avayvoOoLn omd tov dvlpeno
KOl TPETEL VA, TEPLEYEL TOVAAYIGTO:

(1) Tov kwdikd mpoidvrog mov emtpénet MV TaLTONOiNeN TG ovouasing, g Kowg
OVOHAGIOG, NG QUPUOKOTEXVIKYG LOPQRAC, ™mg docoloyiag, Ttov peyEBoug ™me
CLOKEVOGIAG KAl TOV £1801G Tng GuoKevaGiag Kot TpEneL vo. Slubétel hydtepovg and 50
xopuktipec. To ZvpPovio Pappikov ot cuvedpio Tov nuepounviag 22/11/2017
amogdotoe 611 0 Kwdwkdg GTIN (Global Trade Identification Number) 0o
xpnotponoteital yio v Kompo.

(2) To apifué oeipdg, o omoiog eivar apipmticy M odeapOunTicy akorovdic
(aprBpot kon ypappate) 20 yapaxtipav kotd Héyioto.

(3) Tov upifué mapridac.

(4) TV nuepopmvia Inénc.

(3) 'Eva evixé apiué amolnuicwene (mpog to mapbv Sev anarteital yo ™y Kvmpo).

Xpnon  tov_ Movadikov Kmdukon Avayvapione, o e0ghovrikng Baon, v

QUPUUKEVTIKG TTPOTOVTO Y10 0moia dev amarTeital pe Baon ™ vopoOlesia vo oépovy

ZOPAKTNPLOTIKG a6 Quleinc

To Zvpfovio Dapudkov oe cuvedpic tov nHepounviag 22/11/2017 anopacioe dmng da
eCeThlel Kotd mEPtTOON ClTAUATO amd Kotdyovg Adewng Kukhogopiag yio mv
EMEKTACY TNG EQAPHOYNS Tov Movadikod Kmdiucod AVOyVOPLONG G OmO08NTOTE
POPUAKEVTIKO TPOTOV VIO TO OTOI0 oTonTEiTAL LOTPIKN GLVTAYM 1) TOV anolnudveETal pe
paon o Gpbpo 35B tov mepi Doppdkmv AvBpomvng Xpriong (Eleyyog [Towomtac,
[TpopnOerg ko Tyucdv) Népov.
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Xpion  Mnyoviepod  Aviyvevenc e Hopamoinonc, oe _ebehovriky Baon i

QUPLAKEVTIKG TTPoIGvVTO yia To. omoia dev amaiteitol pe Baon tn vonoOsoia va

QEPOVY JUPUKTNPLOTIKA AGQUAEIUC.

To Zvpfoviio Dappdkev oe cuvedpia tov nuepopnviag 22/11/2017 unogdoice dmme
EMIPEYEL OF  MOPUCKEVOOTEC VO xpnotponoovy  Mmyavioud  Avigvevone g
[opanoinong oe ouppaxevtikd mpoidvia yuwr to. omoia dev amaiteitan pe Paon
vopobeoia vo 9EPOVY YapaKIMGTIKG aopoleiog cOppmva pe tov Kat® EEovstoddtnon
Kavoviops (EE) 2016/161. O Kéroyot Adelag Kukhogoplag va evnuepdvouy 1o
2opfovkio Dapudkov yio o mo mEVED mpoidvta TovAdyioto 30 muépec mpwv 1a

Ton0feTGOVY 6TV KVTTPIaKT) aryopd.

Tavtoypovn napoveio tov Si6didoTaTon povadikod KOOIKOV avayvapione Kot

HOVOOLEGTOTOV YPUUPIKOD KOBIKU 6TNY eEMTEPIKT SVGKEVAGIL

O diedidioTatog ypoppkog KOOSO avTikeOoTd 10V VOIGTAREVD KMika «EANy

(Ypupukog/uovodidotatog kddikac). O 01681G.0TATOG LOVASIKOS KOSIKOC aVayvopiong
KOL 0 LOVOSIGOTATOS YPAUMKOG KOBIKAC Sev mpemet vol nepthapfBavoviat pali om
GUOKEVOGT.  Q6TO60, Y MV amoguyY dlataphdiemv oV alvcida dwvoune, O
vrapcer o petafotikn mepiodog, omov Oa sivan anodeitd apEOTEPOL 0L KMdIKoi Vi
VITAPYOVY TOVTOXPOVA GTN GLOKELUGIM. Yroypappiletar 611 n napovsic kot tov §vo
KOSV 611 cvokevasic. avédvel Tov kivouvo ocporudtov Kot Qo mpémer va
kotafAnbel kabe mpoondbein dote va dcparichei 611 0 HOVOSLAGTATOS YPOULIKAG

KMKag aviikataotadel pe Tov Sio81doTato HOVASIKO KOSKA T0 GLVTOUSTEPO duVaTo.

Ewwcéc Adsieg Kvkhogopioc duvéausr Tov apBpov 1260 Tnc Odyyiac 2001/83/EK

Ot vopukeg vroypedosig Tov Kat’ E&ovcrodémon Kavovieron (EE) 2016/161 Y10 TOVG
KaTOX0VG adeidV KukAoQOoping Suvapet Tov apbpov 1260, coapudloviar kobhe kot ta
XOPOKTNPIOTIKG acpaleing Onmg avtd amotodvial omd Tic Apuoddieg Apyéc tov

Kpothv Mehdv.
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ZNUELdVETAL 6Tl 0 OPOg «KATOXOC AEI0C KukhoQopiagy ypnowonoeitar otov Kat’
E&ovsiodomon Kavovieud (EE) 2016/161 kat omv Odnyia 2001/83/EK yw va
LodEigeL TOVG KOTOYOVC UdeldY Kukhogoplag katd TV £vvole Tov GpBpov 6 ™me
Odnyiog kul mov o onolog dev epapudleton oe POPEIS MOV SLVEHOVY PUPHUKEVTIKG,
mpoidvta duvauer tov Gpbpov 1260, Qotéoo, Yy Tov XEPIOUO  QUPHUKEVTIKGV
TPOTOVIWV, BVTEG O VOLIKEG OVIOTNTEG TPEMEL Vet £0VV (el TOPUCKELNG /Kot ddeia
ZOVOpIKIG mdAnomg M/kat el mopddining eloaywyne.  Eivar cuvendg, vrdypeor va
mpodv g Swherg tov Kar' Efovoioddmon Kavoviopov (EE) 2016/161 oe 6m
GpOpPG  TOVG  MOPOOKELOOTEG  T/kat xovopomdies  M/kar  wapdAinhovg

eloaymyeic/dovopeic.

Emmpdobera, oe mepintwon mov avtoi ot POPEIG AVTIKOTAGTNGOVY YUPOKTNPLOTIKG
acQurelug o8 QUPHUKELTIKG TPOidVTA TOV TAPEXOLY GOUQOVE [E TO Gpbpo 470 Tng
Odnylog 2001/83/EK, mpénet va coppoppdvovion pe ta apbpa 33, 40 ko 42 tov Kor’
ESovoo66mon Kavoviepoy (EE) 2016/161 £pOcOV elvan T «pdcom VIEVOVVE Yiot
™MV Ton0dETNON CVTOV TOV QUPHLAKEVTIKOY TPOIOVT@MV oMV ayopé» tov Kpdtoug

Méghovg 610 omoio exdoOnKav Gdeteg duvipet Tov apBpov 1260.

Hoapaiinies Ewoayomysic

Ot mupdriniol ewcoywyeis vroypeovviol va GUHHOPYOVOVTOL e To GpBpo 33 orig
akoAoLlEg 00 TEpITTOGEIS:

= Av givar Kdatoyor Adewag Kvkiogopiag katé TV £vvole Tov Gpbpov 6 g
Odnylag 2001/83/EK.

- Lty mepittwon  mov  ovacuokevdlovy kol TomoBetoly 1G00VVOLLOL

XOPOKTNPLOTIKG. AOQUALING GTO QUPHAKEVTIKG TPOTdVTO. Tov TpounBevovy

GOppove pe to aphpo 47 g Odnyiag 2001/83/EK.

Ot mapéddnlot ewoaywyeic mov UVOGUOKEVALOVY Ta TPOTOVTIR TOVC Kul TOMODETOVY

16OBVVUHG YUPAKTNPOTIKG acaleiog oTa DUPLUKEVTIKG TPOTOVTE OV TpoumOevovy
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duvapel Tov apbpov 47a g Odnyiag 2001/83/EK TPETEL VO GUULOPPDVOVTUL HE TOL
GpOpa 33, 40 xa1 42 tov Kot Ecovocioddmon Kavoviopov (EE) 2016/161.
YrevOopiletar 611 Bswpodviar «mpdsore vredBova Yy v Tomobitnon avtdv tov

PUPHAKEVTIKOV TPOIGVTIMV 6TV oryopdy og Kphtoc Méhog.

LUGKEVUGIES TTOV AVOIYOVTOL VO

Edv éva gappoxevtikd mpoidv mov gépet XOPUKTNPOTIKG aopaleing avoydel voua
(my. amd mapdiinlovg ELOOYOYEIYTAPUGKEVUOTES MOV avTIKaGTOOY 10 QUALO
oMydv copgova pe éykpion/aitnue ard ™y ebvucl apudde apyi), o SvpPoiio
Dappdxev dtvatar va empéyst v EMUVACPPEYION TOV OF eEUPETIKEG TEPIOTAGELS
Kol pe mpdtepn éykpiom (my. pe v EPUPUOYN VEOL HNYOVIGHOV aviyvevong g

naponoinong (ATD) méve amd tov makoid mov éyst avolyBet.

LTS MEPIMTMOOELS TTOV T EMOVAGOPAYION TOV GUGKELOGLOY &ivat dikatoloynuéwv, o
armmg O mpéner va mopdoyer oto ZvpPoviio Qoppdkov pe emapkn yportd
OMOBEIKTIKG  oTOKEln OV Vo emiTpENOLY ™mv adoddynon kol omdeacn Kotdmy
EVNUEPLONG Kot 7pémel  vo  mepthapPavouy mepypagt],  emeliynon,  pakéte,
PwTOYpUPiEs, Selyata KA. AUQOTEPOV TOV npotdtunov ATD kat tov ATD mov 0a o
aviikotaotioovy.  Ta ATD aviikatdotaonc propodv va Dewpnfodv g 1codbvapio
eav, petaly  dlhov, givar  16odhvapa UMOTEAEGUUTIKG  OTNV  Tapoyy EvdelEng

TUPANToinone.

‘Eva. ATD mov torofeteiton and nive and éva nadtepo ATD propei va BewpnBei g
LGOOVVOLL OMOTEAEGUATIKG GTHV mopoyn Evieiing mapumoinong dco kal o UPYIKO,
HOVO £Gv:
— Tovéo ATD oppayilet ohokAnpmtikg T cuekevacio Kot ke dTTEL OTOWLONTOTE
£voein tov apycov ATD mov avoiytnke,
- H avtkatdotaon tov ATD éyive stppwva He 1ov egapposipovg Kavdveg
Opbiig lapuckevaotikng Mpaxtikig yia PUPUOKEVLTIKG TPOTOVTR Kal VITOKELTOL

ot Edeyyo amd TV Appodia Apyn, Kot
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— O MOPUCKEVLOGTNG TOV TomobeTel T0 108Vvapo ATD CTNV apyLlKn GLoKEvOGin
€xel enalnBedoet Ty avBevikdmro oo HOVOBIKOD KOSIKOD avayvidpiong kat
mv akepondmta tov  apyikot ATD  omv UPYIKN  GLOKEVLUGI TPV TO

GVOLYLO/GTAGTIO TNG GOUQMVY [1E TO apBpo 47a(1)(a) e Odnyiac 2001/83/EK.

To ZvpPodhio Dapudkwmv O eCeThlel auUTéG TIC wITHoES KuTd TEPITTMON Ko

EMOVAAGGETAL TOV SKaLdUOTOC Vo emPdhet TpoaheEToNs Gpovg 61N SpasTnpLoTTo.

Xp1on  ouTOKOAMMTOV  ETIKETGV Yo TNV tomofiTnon  povodikod  KomOLlkov

OVAYVOPLETS 6TV eEMTEPLKN/GTOLYELOON GVGKEVAGIN

O povadikdg kwdikdg avayvdpiong TPEMEL VO TUTMOVETUL OT1) GUGKEVAGIK pali pe Gain
TANPOPOPNON MOV oMttt SuvhpEl Tov apbpov 54 g Odnyiac 2001/83/EK,
cuppova e o dpbpo 5(3) tov Ko’ E€ovoiodoémen Kavovieuot (EE) 2016/161.

H gpappoy tov povadikoy kmducon AVRLYVOPLONG HECHD AVTOKOAMNTOY sTikeTdVY O
£Vl OmOSEKT poOvVo KaTdmy mpoTEPNS £yKpiong amd to Xvpfovhio Dopudkov ce
eCUIpETIKEG TIEPIMTMOELS, GTOV kpwel avaykaio yue ™ dasodiion g GLVEXOVG
TAPOYNG NG EQOSIAOTIKNG aAGidog Kot i m SWeediion g dnuodciog vyeiag.

—  Aev vmdpyet voki f/kar teyvikd EQIKT eVEALOKTIKY Alon (m.y. mpooctusia
TOV SIKUOUGTOV TOV EUTOPIKMOV onudToy, CTOLEIDONG CLOKEVUGIN oMo
YVOAVTAOGTIKG Ywpig eEmTepikl cuoKevasia KAT), M

— To ZvpPodhio Dappikev 1o elovsrodorei WG OMOTELECHA TNG  GOELOC
Kukhogopiag 1y T Ssediion ™mg dMuoclog vyelog Kat g GUVEXOVC

TUPOYNG.

LTI TEPITTOCEL, 6oV T tonobetnomn tov povadikod Kmdikon AVOYVOPLONG HEGH
aVTOKOMNTING eTkétag xer adeodomdsi and to Zoppovdio Pappakmv vro T
mpoavapepbeioeg cuvbnkeg, o akorovbeg Tpotnobioelg npémer vo POVVTAL:

— H avtoxéAnm etkéta oy onoia sivon TUMWHEVOS O HOVODIKGG KMBIKGG

avVoyvepLOMG Tpémet va yivel évo, pe v £CWTEPIKI/GTOLYEIDSN Gvokevusin i7y
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TPETEL v glvan epeaving N omoladfTote Tpoonddewn Tapumoinong Kot dev mpénet
Ve givon SuvoT M amOUAKPUVGY] NG YOPIG Ve KATUGTPEPETAL | GUGKEVAGIH 1)
xopic eppavi onpein amopdkpuveng e autokOANG eTIKéTAC.

- H ovtok6Anm enkéto pe tov Tommpévo povadikd Koo avayvopiong Oo
TpETEL VoL TomobeTeital amd ade10d0pUEvo TapacKkeLaoT) ot cuvBikes OpOig
[opoaokevaotikig [Mpaktikng, kot

- H elotepcii/croyeiddng cvokevacio oy omoie tomoletsiton 1 avtokdAint
enkéTo TepthapPaver, emmpdobeta pe Tov povadiKd KodIKO avayvopiong, oA Tig
anaIToeg Mg emohuavong onwg autég mpofrémovial and to Gpbpo 54 e

Odnyiag 2001/83/EK.

AvVeCaptne omd o o Tave, 1 TomofETNoN Tov HOVESIKOD KOSIKOD avayvdpiong pe
OVTOKOAAN TN ETIKETT, eV TIPEMEL TOTE VAL ETTPERETAL OTAUV:

- Meover mv avayvoowomra.  To dpbpo 56 g Odnyiag 2001/83/EK
mpoPrénet 6T «to oToEin MOV AvapEpovTar ota apBpa 54, 55 kat 62 Tpémet vo
eivar evavayvooto, evkolovonta Kat aveSimiar, 1)

- H ovtokéAinm etkéta omv omoia eKTUTOVETOL O HOVOSIKOS KOSIKAC
avayvopong propel vo amoxorinbel and 1) cvokevasio ympig vo kKatacTpéeet
™ ovokevacioc N to {610 10 AVTOKOAMNTO 1| YOPIG VO TAPEUEVOLY OPUTEC
evdei&eig g amokOAANoMC, 1

- H ovtoxéiinm eukéta omy omola eivar tTvmwpévog o povedikdg KmdKog
avoyviplong okoneitar vo tomofembel mive and vPoTaUEVO aVTOKAAINTO,

kabog Oa propotoe va tpokar£cel ohY VO Kat voyies Tapanoinonc.

LT mepmtdoelg Omov Kpivetar andivta amepaitnn 1 tonodimon Tov povadikod
K@OIKOD  avayvdpiong He ouToKOAANTN eTkéto o1 ocvokevaoic, Oo mpémet vo

katatibetar aitnomn oto Zvpfoviio Gappdkmv yi e£ETaom Katd TEpinTmon.
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PvOuiotikéc Anotiosic oty Konpo ko wpdcBetn minpoedpnon

o PuOmotikés Amaimoeig napakadeicBe omwg avatpélete oto TNapapmua | g

napolioag.

['o Tpoohetn mhnpo@dpnon kat vedtepo 6e GYEGT HE TQ WEVLSETYPAPX PUPUAKEVTIKE
TpOToVTE, TO YOPOKINPOTIKGE ac@oisiog kul v epappoyn tov Kat' E&ovsiodotnon
Kavoviopot (EK) 2016/161, o eumhexdpevol Qopeic pmopovv vo ovatpéyovy oto

obvoeono  htips://ec.curopa.cu/health/human-use/falsified_medicines_en kat oy

otoceridn tov Paplokevtikdv Y Inpecimy.

Ap Aodng Mavayn

Arevboving Pappoakevtikov Yanpeoiby
Ymovpyeio Yvyeiog

"Epopog ZvpPoviiov appakmv
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IMAPAPTHMA I

PuOmotikéc Araitiiogic-Xpovooraypaupnata

Oleg o1 woydovoeg GdelEg KLKLOYOPING QUPPOKEVTIKOV TPOIOVI®V Yo avOpdmivy
XPTOT OV euminTovy 6to nedio spapuroyng tov Kat® E&ovstodotmon Kavoviepov (EE)
2016/161 Oo mpémer va emkapomomBodv ywo v mepthapfivovy ta ctoryeia Tov

XOPUKTNPIOTIKOV ac@aisiog Onmg avtd amattodvial amd tov Kavovioud.

Q610060, 0 YPOVOG emKOPOTOiNONG TOV PuKELOV SuvaTd Vo dlaeépet PeTaED TPOTdVTOV
nov Ppickovtor 1 dev Ppilokoviar oy ayopd*. Evd ov gdkelol yi mpoidvia mov
Bpiokovtal oty ayopd mpénet va emkaiporomBoiv uéypt v 9" dePpovapiov 2019
MOTE VO EMTPONEL 68 QUPUAKEVTIKG TPOTOVTOL MOV TopackevGlovial PETd oVt TV
NUEPOUNVICL VI CUUROPOOVOVICL UE TIG VEEC CMUITIOES VI TU YUPUKTNPIOTIKG
aopaieiog, or @dkelor mpoidvimv mov dev Ppiokovior otV ayopd pmopoivv vo
gmxoporomBody petayevéotepo g muepopnvieg cvmg. O @dkehog Oo mpémer
PUOIKG VO ETIKQPOTOLEITAL HE TNV TANPOPOPNGT Yo TO YOUPUKINPIOTIKG aGQaAsig
TP Yo T TPOTOVTOL oL dev Ppickoviatl oty ayopd vroPfinbel aityon yw T omy

Konpo.

O KAK 6a mpéret va mpofoldv 6TI¢ anapaitntes TPOTOTO|GELS GTN CUGKEVAGIO KUl Vi
emPePALOOOVY TNV EQUPHOYT TOV XUPUKTNPLOTIKOY ACQUAEING KATG TV avovEmon, edv
avt Bpioketar evidg tov ypovodiayphppatog, 1 pécw g dwdikacing Tpomomoinong
(Tomov I 1 Tomov 11} | péow eomoinong dvvaper tov apbpov 61(3). H Swdikocia

TpETEL Vo ohokANpiveTat Oyt apyotepa amd g 9" Pefpovapiov 2019,

O KAK mpémet vo xotabécovy 6Tl GYETIKEG EB0MOMOEI/TPOTOTOWGES ONAC
eoopuoletat, ooppmve pe 1o «lmplementation plan for the introduction of the safety
features on the packaging of nationally authorised medicinal products for human use»

nov £kd00NKE amd ™ CMDh (http://www.hma.eu/489 html).
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H edonoinon wg eooppoyic tmv AAPUKINPIOTIKOY  acpodelng Bewpeitar  og

emiBefaioon 6t Ba epappochoiyv EVTOG TOV MPOPLEMOLEVOL VOUIKEL APOVOILY PapLOTOC.

H epoppoyn pmopel va Mafel ybpa mpv v ykpon (aveldptnra and ) Swdikacio pe

mv omoin £ywve ewomoinen) cdupove pe TIG dwdkaoieg Tpomomoinone Tomov 1A,

VOOVUEVOD OTL Bev yivovtal GAleg ToTOYpOVE] aAAayES OTIC HAKETEG Kol SEV LdpyeL

VT TUTOG GT1) YEVIKGTEPY OVAyVOGLGTNTO TNG MOKETAG.

Opadomompéveg tpomonomoeig/cidonomoe sivon OMOGEKTEG LOVO Y10t S10QOPETIKES

OVVALELG TOV {810V QAPHOKEVTIKOD TPOiOVTOC.

Anortovuevny Tekpnpimon

MRP/DCP & EOvikéc Awdikacicc

L]

Kodvrtiky emiotols

I.3.1.-Emonpovon (£yypaga epyacioc-kabapf éxdoon kar ékdoon e track
changes) mov va vrodewviovy Tic addayéc oto nepog 17 ko 18 tng emonpavonc.
[Npéner va emovvimtovtar paxéteg (o NAEKTPOVIKY  LOPQY) Yoo Ohe ol
naketopiopate ov eival torofetnuéva TNV KUTIPLOKT) ayopd **

Evalhoktikd, Oo npéner va katatedovy HOKETES (YOPI Ta YOPAKTNPIOTIKG
acoareing) ovvodevdpeve pe [panti Afhwon (copopévn emictorn eivan
amodexty). Tlapakurd avotpééete 010 Hapéapmpa 11y mpdtoro Tpamric

Afjhoonc.

Ewducéc Adsrec Kvkhooopioc ohpomva pe 1o apBpo 126 tne Odnyioc 2001/83/EK.

Koivrtia emotoln oty omoia va vrodeucvieton N Nuepopmvia katddeong e
dudikaciog oty Appodie Apyf Tov Kpdrovg Mékovg tov IMpoidvtog Avagopdc.
Amodoyn ewomoinong/Eykpion Tpomomoineng and ™v Apuddux Apym tov
Kpdrovg Méhovg ov [Mpoidvrog Avagopdc.

[Mpéner va emovvimtoviar poxétec (o NAEKTPOVIKY)  HOpeY) Y 6o Tol

TaxeTapiopata Tov gival tonofeuéva oy KUTLPLOKT) oy o pd

Pharmaceutical Services Ministry of Health 1475 Nicosia
Tel.: 22608607 Fax.: 22608649 Webpage: http-//www moh.sov cv/phs 11




* Lvorhoktikd, O mpémer va xatotsfodv HakETeg (YWpig 1o YopoKINPIOTIKG
aopaieiog) ovvodevoueve pe [ pant) Afhoon (copouivn EMGTOAN €ivon
amodextn). TMopakudd avatpéiete oto [Mapapmua I yio npdTvmo T PATTNG

Afhwong.

HMapariniec Evoaywyic

* Kolvrtikn emotol

o [lpémer va emovvimtovion HOKETES (08 MAEKTPOVIKN popeT) yie Ok Ta
naketapiopata nov eivat tomoetnuéve TNV KUTLPLUKY] ayopd

e Evolloktikd, Oo mpémel va katatefovv HoKETEG (xoplg Ta YopakTPLoTIKG
aoQaAEing) cuvodevdueve g [ponty AMhoon (capopévn EMIOTOAY elval
anodextn). TMapakakd avorpéiete oto [Hapépmpa I v npdtumo ["pomtic

AMhoong.

TG TEPMTOGES OmMov £yovv Kototedei ko eykplel artioele o TPOTMOTTOINGN 1
E0OTOMOELS GYETIKA e ACPAKTNPIOTIKG acpaleing ywpic v Katdleon paketdv,
nopokaleiche 6mmg o amattovpsveg HOKETEG KUl TEKpMpimon KoTtarefonv palt pe nig
EMOPEVEG PUOLLLOTIEG ddikooieg (m.y. Tpororoinen/ewonoinen) mov exnpedlovy v

TNPOPSPNGT TOL TPOTGVTOC.

* Hpoidvra mov eivar Tomoletyuéva oty ayopd Oewpobvrar Ta wpoidvre mov Eyovy
Aafer tuij aveéapryta eév drarifevrar TPOS TDINGN I Ox1.

**  Haxetapiopara wov efvau tonoleTtnuéva oty ayopd Oewpodvrar 1o
nakerapiopara mov Exovv Adfer Tiui oty Kompo avedpryra edv drarifevrar apog

TaAnoH 1 dxu.
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ITAPAPTHMA I

Cponth Anhmon

Me mapodoa dmidve o611 ol mo  Kéte nanpogopiec Oa  extummBovy OTIC
......... (raparoia vrodeifre lemrouepire Ko ETORPIPOS Ty Tomobscia oty ovakevacio

omov Oa extorwbei o HOVOAOIKOG KWOIKOS avayvwopLeng)

O povadikdg kwdikde avayvopeng Ba kodikorombel oe Si6616.0T0T0 YPOUMKO KDSKo
(2D data matrix) ko os HopeN avayvaoum omd 10 GvBpomo kol Bo TEPLEXEL TIG
aKkérov0eg Tnpopopisc.

e PC: Product code

® SN: Serial number

e Lot OR Ilaptida: Batch number

* EXP OR AHEH: Expiry date

Emnpdobdeta, pe mv napoioa emPefordvetar 6T ot poxéteg dev Oa vVIooTOHV arlay€g
oe oygon pe 1o péyebog YPOLUATOGEPAG, SI0GTAGEL TMV VAIKMY CVLOKEVUOiNg Kabmg Kat
mv tonobesio ™mg minpopdpnong ot ovtés. Iy mepintwon npdchetmy arhaydv, Ou
Katatebel ewdomoinon otic apyic, GUVOSELOUEVT] OO TIC TEMKEG HoKETEC (OTE v

evnuep®BovY 1o ovtéc,

Yroypaon KAK
[Yroypaopn)]

[Ovope kat Béom]
Etaipein

Huepopmvia
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PHARMACEUTICAL SERVICES

REPUBLIC OF CYPRUS SISO
MINISTRY OF HEALTH
File No.: 05.21.02.01 & 5.13.22 1 August 2018

Tel. No.: 22-608607
Fax No.: 22-608649
Email: phscentral@phs.moh.gov.cy

Via Electronic mail

To: All Pharmaceutical Manufacturers, Marketing Authorisation Holders,

Distributors and Local Representatives

Subject: Implementation of Commission Delegated Regulation (EU) 2016/161

supplementing Directive 2001/83/EC of the European Parliament and of the

Council by laying down detailed rules for the safety features appearing on the

packaging of medicinal products for human use

The Drugs Councils reminds all pharmaceutical manufacturers, marketing authorisation
holders, wholesalers, distributors and local representatives in Cyprus, with activities
concerning medicinal products for human use in the Cyprus market, of the above
mentioned Commission Delegated Regulation
(https://publications.curopa.eu/en/publication-detail/-/publication/645fa920-cef8-11e5-

a4b5-0laa75ed71al). This Regulation lays down detailed rules for the safety features
that must appear on the packaging of medicinal products for human use as of the 9™
February 2019. It is reminded that the reasoning behind the Regulation is to address
the serious risk of falsified medicines entering the legal supply chain. Under this

Regulation, it is legally required for medicinal products, with certain exceptions as
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detailed in the Commission Delegated Regulation (EU) 2016/161, to include safety
features allowing for the identification and authentication of the medicinal products and

to safeguard against possible tampering of the packaging of the medicinal product.

The safety features must be applied to the packaging of the following medicinal
products for human use:

(1) medicinal products subject to prescription which are not included in the list set out
in Annex I to of Commission Delegated Regulation (EU) 2016/161;

(2) medicinal products not subject to prescription included in the list set out in Annex Il
of Commission Delegated Regulation (EU) 2016/161.

(3) medicinal products to which Member States have extended the scope of the unique

identifier or the anti-tampering device to in accordance with Article 54a(5) of Directive

2001/83/EC.

The safety features consist of two elements included in the packaging of a medicinal
product:

(1) a unique identifier|: a unique sequence carried by a two-dimensional barcode allowing
the identification and authentication of the individual pack on which it is printed; and

(2) a device allowing the verification of whether the packaging of the medicinal product

has been tampered with (anti-tampering device).

Manufacturers, Marketing Authorisation Holders, distributors and local representatives
must ensure that these requirements are met and must ensure that the legally required
safety features are applied to all medicinal products requiring these features in

accordance with the aforementioned Regulation by the 9™ of February 2019.

The unique identifier must be encoded in a two-dimensional barcode (2D data matrix)

and in human-readable format and must contain at a minimum:
e The product code allowing for the identification of the name, the common name,
the pharmaceutical form, the strength, the pack size and the pack type of the

medicinal product and shall be less than 50 characters. The Drugs Council has
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decided on 22/11/2017 that the GTIN (Global Trade Identification Number)
code will be used for Cyprus.

e The serial number, which is a numeric or alphanumeric sequence (both numbers
and letters) and is a maximum of 20 characters.

e The batch number

o The Expiry date

o A national reimbursement number is not currently required for Cyprus.

Use of Unique Identifier, on a voluntary basis, for medicinal products not legally

required to bear the safety features

The Drugs Council has decided on 22/11/2017 that it will examine, on a case by case
basis, requests from MAHs to extend the scope of the unique identifier to any medicinal
product subject to prescription or subject to reimbursement, based on Article 35b of

Medicinal Products for Human Use (Control of Quality, Supply and Prices) Law.

Use of anti-tampering device on a voluntary basis, for medicinal products not legally

required to bear the safetv features

The Drugs Council has decided on 22/11/2017 to permit manufacturers to use an anti-
tampering device on medicinal products not legally required to bear the safety features
under Commission Delegate Regulation (EU) 2016/161. The MAHs should notify the
Drugs Council of the above mentioned medicinal products at least 30 days prior to the

placement of these products on the Cyprus market.

Presence of both the 2D unique identifier and the 1D barcode simultaneously on

the outer packaging

The two-dimensional barcode replaces the existing EAN barcode (linear code/one
dimensional code). The 2D unique identifier and the 1D barcode must not be included
together on the packaging. However, in order to avoid disruptions to the supply chain,
there is a transitional period, where it has been deemed to be acceptable for both codes
to be present simultaneously on the package. It is stressed that the presence of both

codes on the packaging increases the risks for error and every effort should be made to
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ensure that the linear code 1D code is replaced with the 2D barcode unique identifier as

soon as possible.

Exceptional Marketing Authorisations according to Article 126A of Directive

2001/83/EC
The legal requirements of Commission Delegate Regulation (EU) 2016/161 apply to

holders of Marketing Authorizations under Article 126A. The safety features as
required by the by the Competent Authority of the Member State of the Reference

product are applicable.

It is noted that the term "marketing authorisation holder" is used in Commission
Delegated Regulation (EU) 2016/161 and in Directive 2001/83/EC to indicate holders
of marketing authorisations in the sense of Article 6 of the said Directive and which
does not apply to operators who distribute medicinal products on the grounds of Article
126a. However, in order to handle medicinal products, those legal entities must have a
manufacturing authorisation and/or a wholesale distribution authorisation and/or a
parallel import license. They are therefore subject to the obligations laid down in
Commission Delegated Regulation (EU) 2016/161 for manufacturers and/or wholesale

distributors and/or parallel importers/distributors.

In addition, should those operators replace the safety features on the medicinal products
they supply in accordance with Article 47a of Directive 2001/83/EC, they need to
comply with Articles 33, 40 and 42 of Commission Delegated Regulation (EU)
2016/161 as they are the "person responsible for placing those medicinal products on
the market" in the Member State for which authorisations in accordance with Article

126a were granted.

Parallel Imports

Parallel traders are obliged to comply with Article 33 in the following two cases:
- If they hold a marketing authorisation in the sense of Article 6 of Directive

2001/83/EC.
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- If they repack/relabel and place equivalent safety features on the medicinal

products they supply in accordance with Article 47a of Directive 2001/83/EC.

Parallel traders who repack/relabel their products and place equivalent safety features
on the medicinal products they supply in accordance with Article 47a of Directive
2001/83/EC have to comply with Articles 33, 40 and 42 of Commission Delegated
Regulation (EU) 2016/161. It is reminded that they are considered the "persons

responsible for placing those medicinal products on the market" in a Member State.

Lawfullv opened packs

If a medicinal product bearing the safety features is lawfully opened (e.g. by parallel
importers/manufacturers replacing the leaflet under approval/request of the national
competent authority), the Drugs Council may permit the resealing under exceptional
circumstances and with prior approval (e.g. by applying a new anti-tampering device

(ATD) on top of the old, broken ATD).

In cases where resealing packages is justified, the applicant must provide the Drugs
Council with sufficient documentation and evidence to allow for an informed
assessment and decision and should include a description, explanation, mock-ups,
pictures, actual samples etc. of both the original and replacement ATD. The
replacement ATD can only be considered equivalent if, inter alia, it is equally effective
in enabling the verification of authenticity of the medicinal product and in providing
evidence of tampering. An anti-tampering device (ATD) placed on top of an older,
broken ATD can be considered as effective in providing evidence of tampering as an
ATD placed on an intact outer packaging only if:
— The new ATD completely seals the pack and covers any visible sign of the
original, broken ATD;
~ The replacement of the ATD is conducted in accordance with applicable good
manufacturing practice for medicinal products and is subject to supervision by
the competent authority; and
— The manufacturer placing the equivalent ATD has verified the authenticity of

the unique identifier and the integrity of the ATD on the original pack before
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breaking the ATD/opening the original pack, in accordance with Article
47a(1)(a) of Directive 2001/83/EC.
The Drugs Council will examine such applications on a case by case basis and reserves

the right to impose additional conditions on the activity.

Use of stickers in order to place the unique identifier on the outer/immediate

packaging
The unique identifier must be printed on the packaging along with all other information

required under article 54 of Directive 2001/83/EC, in accordance with Article 5(3) of
Commission Delegated Regulation (EU) 2016/161.

Application of the unique identifier by means of stickers will only be acceptable upon
prior approval from the Drugs Council in exceptional circumstances which it deems
necessary to ensure an uninterrupted supply chain and to safeguard public health.

— No legal and/or technically feasible alternative exists (e.g. safeguard of
trademark rights; glass/plastic immediate packaging without outer packaging;
etc.); or

— The Drugs Council authorises it as a result of the marketing authorisation or to

safeguard public health and ensure continued supply.

In cases where placing the unique identifier by means of stickers is authorised by the
Drugs Council under the circumstances mentioned above, the following conditions
should be met:

— The sticker on which the unique identifier is printed should become one with the
outer packaging/immediate packaging, i.e. the sticker should be tamper-evident and
it should not be possible to remove it without damaging the packaging or the sticker
itself or [eaving visible signs;

— The sticker on which the unique identifier is printed should be placed on the
packaging by a licensed manufacturer under GMP conditions; and

~ The outer/immediate packaging on which the sticker is placed includes, in addition
to the unique identifier, all applicable labelling requirements as laid down in Article

54 of Directive 2001/83/EC.
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Notwithstanding the above, placing the unique identifier by means of stickers should

never be allowed when:

- It impairs readability. Article 56 of Directive 2001/83/EC requires that “the
particulars referred to in article 54, 55 and 62 shall be easily legible, clearly
comprehensible and indelible™; or

- The sticker on which the unique identifier is printed can be detached from the
packaging without damaging the packaging or the sticker itself or leaving visible
signs; or

- The sticker on which the unique identifier is printed is intended to be placed on
top of an existing sticker, as this could engender confusion and suspicions of

tampering.

In such cases where it is deemed absolutely necessary to apply the unique identifier as a
sticker to the packaging, an application should be submitted to the Drugs Council for

examination on a case by case basis.

Regulatory Requirements in Cyprus and further information

For Regulatory Requirements please refer to Annex I of this document.

For further information and updates regarding falsified medicines, safety features and
the application of Commission Delegated Regulation (EU) 2016/161, stakeholders

should refer to https://ec.europa.eu/health/human-use/falsified medicines en and to the

website of the Pharmaceutical Services.

Dr. Louis Panayi

Director Pharmaceutical Services
Ministry of Health

Registrar Drugs Council
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ANNEX I

Regulatory Requirements —Timelines

All valid marketing authorizations of medicinal products for human use which fall
under the scope of Commission Delegated Regulation (EU) 2016/161 will need to be

updated to include the particulars of the safety features as required by this Regulation.

However, the timing for updating the dossier may differ between *marketed and non-
marketed products. While the dossier of marketed products needs to be updated before 9
February 2019 to allow medicinal products manufactured after that date to comply with
the new safety features requirements, the dossier of non-marketed products can be
updated after that date. The dossier should of course be updated with the information on
the safety features before the non-marketed product submits a price application in

Cyprus.

MAHs should make the required amendments to the packaging and confirming the
application of the safety features during renewal, if within the timeframe, or through the
variations regulatory procedure (Type | or Type II) or through an article 61(3)
notification. The end of the procedure shall be no later than the 9" of February 2019.

MAHs should submit relevant notifications/variations where appropriate, in accordance
with the ‘Implementation plan for the introduction of the safety features on the packaging
of nationally authorised medicinal products for human use’ published by CMDh

http://www.hma.eu/489.html

The notification of the application of safety features is regarded as a confirmation that
they will be applied within the legal timeframe. The implementation can take place
before approval (independent of the procedure with which it is notified) in line with the
type IA variations procedure, provided that no other changes are made on the mock-ups

at the same time and it has no impact on the overall readability of the mock-up .
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Grouped Variations/Notifications are acceptable only for different strengths of the same

medicinal product.

Documentation required for regulatory purposes

MRP/DCP & National Procedures

Cover Letter

1.3.1-Labeling (working documents — clean version & track changes version)
indicating the changes in section 17 & 18 of the labeling.

Mock-ups must be submitted (in electronic format) for all the **marketed pack-
sizes in Cyprus.

Alternatively, mock-ups (without the Safety Features) along with a signed
declaration letter (a scanned copy is acceptable) should be submitted. Please refer

to Annex II for a template of the signed declaration.

Exceptional Marketing Authorisations according to Article 126A of Directive

2001/83/EC

Cover Letter indicating the date of submission of this procedure in the Competent
Authority of the Member State of the Reference product

Notification acceptance/Variation approval by the Competent Authority of the
Member State of the Reference product

Mock-ups should be submitted (in electronic format) for all the marketed pack-
sizes in Cyprus.

Alternatively, mock-ups (without the Safety Features) along with a signed
declaration letter (a scanned copy is acceptable) should be submitted. Please refer

to Annex Il for a template of the signed declaration.

Parallel Imports

Cover Letter
Mock-ups should be submitted (in electronic format) for all the marketed pack-

sizes in Cyprus.
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e Alternatively, mock-ups (without the Safety Features) along with a signed
declaration letter (a scanned copy is acceptable) should be submitted. Please refer

to Annex Il for a template of the signed declaration.

In cases where variation applications or notifications concerning safety features have
already been submitted and approved, without submitting mock-ups, it is requested that
the required mock-ups and documentation are submitted with the next regulatory

procedures (e.g. variation/notification) which affects the product information.

*Marketed products are considered those medicinal products which have received a
price in Cyprus, regardless if they are actually on the market at present.
**Marketed pack sizes are considered those pack sizes which have received a price in

Cyprus, regardless if they are actually on the market at present.
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ANNEX II:

Declaration Letter

This is to declare that the information shown below will be printed on ...............
(please indicate exact details of the location on the packaging, where the unique

identifier will be printed)

The unique identifier will be encoded in a two-dimensional barcode (2D data matrix) and
in a human-readable format and will contain the following information:
e PC: Product code
e SN: Serial number
e Lot OR ITaprtida: Batch number
e EXP OR AHZEH: Expiry date

Additionally, this is to certify that the mock-ups will remain unchanged in respect of the
font size, the dimensions of the packaging materials as well as the location of the
information on the mock-ups. Should additional changes be made, a notification will be
submitted to the Authorities along with the final mock-ups in order to notify them of such

changes.

Signature of the MAH

[Signature

[Name and function]
Company

Date
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