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Tporomnowntikn Oénylo FMD* - 2011/62 EE

 (1)H o&nyta 2001/83/EK (4) BeoTtilel TOUC KAVOVEC, LETAEL AAAWY, yla TNV
napaywyrn, tTnv stoavan, Tn O€on o€ KU K?\ocbopta otnv avopa Kall Tn xovOopLKN
nw)\r]or] dapudkwv otnv Evwon, KaBwc Kol KOVOVEG OXETIKA LE TIC SPAOTIKEG
OUOILEG.

* (2) Awamotwvetal otnv Evwon avnouxntu«] avénon tTwv ¢papuakwyv nou
oroteAoUvV L|J£u6£mvpa¢a EVKEKpllJ.EVO.)V cbapual(wv oocov a¢opa TNV
T TOeTNTA, TO lO"tOleO N TNV tnyn TouG. Tal TPOIOVTA AUTA TIEPLEXOUV
ouvnBwC cuoTaTIKA TTou eV avTamokpivovTal oTa MPOTUTIA, E0PAAUEVA
OUOTOTLKA, OEV TTEPLEXOUV KOOl SpaOTIKA ouoia 1 TIEPLEXOUV CUOTATLKA,
ocupnepAapBavVOUEVWY TwWV SPACTIKWY OUCLWY, 0 akatdAAnAn doocoloyia,
Kall, W¢ EK TOUTOU, cuvioToUV cofapn anetAn ya tn Snpuooia vyeia.

. (3) ATIO TNV eumeLpia mou €xel avtAnBel oto mapeABOV POKUTITEL OTL TAL EV
ovw L|)£u6£mypac|>a dappaka eV neplepxovrat OTOUG aLoOeveiG pOvo péow
napavouwv tponwv oAAQ KoL LECW TNG VOMULUNG a)\ucn&aq epodlaopov. To
veyovoq QUTO cuviloTa LoLlaitepn AmeLAn yLa TV VYELQ TOU avepwnou KOl
unopa va EXEL wg QTOTEAEG A TNV ATTWAELO TNG EUTTLOTOCUVNG TOU aoeevouq
QKOUN KOl OTN voutun aAvoidba ecbo&aouou H oESrWLa 2001/83/EK Ba npéEmeL
Va TPOTIOTIOLNOEL WOTE VO AVTATIOKPILVETOL OE QUTHV TNV EVIEWVOUEVN OTTELAN.

*FMD: Falsified Medicines Directive



KAT EEOYZIOAOTHEH KANONIEMOS (EE) 2016/161 THE ETITPOTIHE
¢ 2ag Oxktofpiov 2015

yta T ovpmAfjpoon e o&]ng 2001/83[EK Tou Evponaikov Kowoﬂnulmu Kai Tou Eupﬂnuhou 1€ ToV
mﬂopwpo \entopepoy Kavovoy uxstuca HE TO XOPAKTAPIOTIKA aoqmlﬂuc mou ep@aviCovrar ot

OUOKEUAOIA TOV QUPRAKQY Yia avdpomvi) yprion




[Mowoc eivat o KOED?



Kavoviopog EE 161/2016

Yrnioxpewon bpuvonc touv KOED

AHMIOYPTTA, AIAXEIPIEH KAI TPOZBAZIMOTHTA TOY LYZTHMATOZ AITOOETHPION
Apipo 31
f.\qpmupyia TOU Uuﬁn']pmoc unoﬁimpi(w

l.  To eUothua amodeTpiwy, To onolo Ja mEPIEYE TIC TAIPOYOPIEC GYETIKA HE TA YUPAKTI|PIOTIKA AGOUEIAG GUNQQVA HE TO
dpﬁpo 54 napaypagoc 2 aTotyeio &) TiC of)lwiac 2001/83[EK, dnuiovpyeitar ke Sievtuvetar and i Kepﬁooko*um'] VOIKI]
oVTOTITA 1) H] hfpﬁoommhec VOHIKEG OVTOTI|TEC TIOU EYOUV ouoTadei otiv 'Evwol) ano mapackevaoTeG Kal Katoyoue adeiwy
KUKAOQOPIAC (APHAKWY TOU (EPOLY TA YAPAKTIPIOTIKA AG(aNElaC.

2. Ta ) dnuoupyia Tou GUGTIHATOG moc’lm]piwv N \opm'] OVTOTI T |'} 01 VOUIKEC OVTOTITEC TI|C *apuypdtpou | ouppou-
\evovtar rou\mgcrrov TOUC )\ov&pmropouc Ta TpoGwTa Tou Eyouv adeta 1) eivar eovatodotipéva va dadetouv pappaka oTo
KOIVO Kall TIC OYETIKEC apuodieg edvikee apyEc.

-

3. Ot \(0\'6p£pr0p01 Kt Ta 7 F[pocmu o E\(ouv adeia 1 ivat Eﬂ.oumof)on]pa’u va dtadétouv Lpappam OTO KOO £YOUV TO
diKalwpa Ve GUERETEOUV GTI] VOHIKT OVIOTITA 1] OVTOTITES TI|C mapaypagou 1, ge edehovakn faan, ywpic empapuvar).

4. H vou ovromjta 1 O\TOTI]TEC iy Tapuypacpou 1 dev anartolv and TOUC MAPUOKEVUOTEC, TOUC KATOYOUG adeiwv
wrc?\oqopmc TOUG \ovépqmopouc I Ta —poou*a Tou £youv adewd 1) evar eouat oéompau va dadetouy pappaka oTo koo
vaL give PN GUYKEKPIREVOU OpYaVIGHOU 1] OPYAVIGUGY Yid Va YPI|GIHOTIOI0UY TO GUGTIHA anoleTipiwy.

5. To KOGTOC TOU GUOTIHATOG AmoUETpiwv Puplvel TOUC TUPAGKEVAOTEG TWV QUPUAKWY TOU QEPOUV Td YUPAKTI|PIOTIKG
acpaleiac, oupgova pe To apdpo S4a rapaypagog 2 aoiyeio £) e 0diyiag 200183 EK.
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Kuntprakog Opyaviopoc EmaAnOevonc
Dappakwv (KOED)

16pUONKe Tov DePpoudplo tou 2017 WC U KEPOOOKOTILKK) OVTOTNTA LLE TO
akpwvU Lo KOED Bdoel twv mpovowwv tn¢ Eupwmaikic NopoBeoiac (Odnyla FMD
2011/62 kot Kavoviopog DR 161/2016)

EXEL WC OPOUC EVTOANG TNV €TLAOYH, ayopad Kol Asttoupyia tou EBvikoU Zuothpotog
EnaAnBevonc otnv Kompo (CyMVS). (Etaipeisc eumopioc papudakwy rmou Sev gival
ouvOedEUEVEC LUE To AtoUeTnplo UeTa amo Ti¢ 9/2/2019, b€ Sa umopouv vo
Sla¥eTOUV ouvTayoypapoUuEeva papuake otnv Kumplakn Ayopad).

AmtoteAeital amno ta Kupia MEAn tou AlowkntikoU ZupBouliov rou eival n KEQEA
kol o MAZYNATE® kot arno ta Enitipa MEAn mou mapakdbovtal 0Tl CUVESPLACELC
aAAa Sev €xouv Skailwpa Pridou (Papuakeutikeg Yrinpeoieg , Eloaywyeig /
Xovdpeumopol, Qappakeutikoc 2UAAoyoc, Qappakamnobrkeg, MapdAAnAot
geloaywyeic). Ta drokntika £€06a tou KOED kaAumttovtal amo ta Suo Kupla MEAN.

KEDEA: Kumplaki Evwon Qappakeutikwy Etatpelwyv Epguvag kat Avamtuéng
NAZYNATE®: Naykumnplog Zuvdeopoc Napaokevaotwv Meveplkwv Qapuakwy



TLelval ta Wevbemiypada
Dappoka?



OpoAoyia

 Wevudeniypado dappaxo (falsified
medicine): O 0po¢ auTOC XpnoLUoToLETOL
Kall opiletal otnv Odnyla yLa ta
Ppevdeniypada dappaka Kol oxeTileTol
NMPWTLOTWC e TN SnuooLa vyeia.

* Mapamoinpévo pappako (counterfeit
medicine): ZuvOEeTalL OTEVA LIE TN
NopoBeoia Mepl Mvevpatikng IGloktnolog
(IP) Kol ETIKEVTIPWVETAL OTNV TPOCTACL TWV
EUTTOPLKWV ONUATWV.

* MAaoto papuako (fake medicine):
E€umtnpetel kKaAUTEPA TNV ETUKOLVWVLA LLE TO
KOLWVO yLa TNV evalocOntomnoinon oXeTIKA e
10 paLvVOpEVO.




T eivon ta Wevdeniypada Qappoka

EYKEKPLUEVA A pHAKOL.

Eivaw Wevtika Qappaka mov pog %
EeyeAoUv OTL €lval TO TPAYHOTIKA, & i \

Mropel va TtEpPLEXOUV CUOTATLKA,
CUUTEPIAABOVOUEVWY TWV OPACTIKWY
CUOTOTLKWY, Ta OTtolal £lvall KAKA G TTOLOTNTOG
N oe AaBoc doooloyia (eite oAU vPnAn elte
oAU YapunAn).

Falsified medicine

Aev €XOUV TEPACEL TNV ATIALTOULEVN
aéloAoynon motlotntac, aoPAaAELOC KoL
OTTOTEAECUOTLKOTNTOC, OTIWE ATTALLTELTOL ATTO
™ dLadkacia EykpLong tTwv pappakwy otnv
EE.

To cUVOALKO KOGTOC OO TNV avakaAuyn tng ovoiag HEXPL TNV £yKpLon Kot KuKAodopia evog
dappakov otnv ayopa ivat mepinov 1 dio. Evpw



Extaon MpoBAnpatod



‘Exktaon MpoBAnportoc

lower35% Average  UpperS5% fn';clf;:EE'EE:_
AUSTRIA > 4 46 6.8 109
BELGIUM 27 5, 7.3 557 -
Mo tg 28 YwpPEeG TNG
CYPRUS =8 0.1 14.4 23 ,
CZECH REP. 1.5 5.3 5.2 1 E . E . TO OU VOA[KO
GERMANY 1.3 29 4.4 1,053 ) )
DENMARK 1.0 2.0 2.9 165 KOGTOC oUTto '[rlv
ESTOMIA 2.0 4.4 6.7 14
GREECE 6.0 12.0 17.9 624 napdvo un n(bAn o-n
SOAIN 25 5.9 &3 1,170
FINLAND 0.0 0.0 1.2 o A ’
FRANCE 1.0 3.0 5.0 1,025 NMAQOTWV
CROATIA 21 5.6 9.2 64 !
HUNGARY 7.9 13.1 18.4 415 d)apl'lal(wv
IRELAND 35 44 6.4 513 A ’ 0
LIMHUAMNLA 38 o1 145 =121 ]
LUXEMBOURG 0.3 2.0 37 2 TWV GUVOAleV
LATVIA 45 87 13.0 10 , ,
MALTA 232 53 8.4 6 T[O,)An OEWV n oTa
METHERLANDS 1.6 33 49 489 - ,
POLAND 0.7 5.0 9.3 363 10 2 5 p /
PORTUGAL 15 6.8 122 281 4 doie lsnfaliy
ROMANIA 7.8 16.6 25.4 444 étoq
SWEDEN 0.0 0.0 1.1 o
SLOVEMIA 37 7.3 1.0 53
SLOVAKIA 45 2.3 122 130
UNITED KINGDOM 1.0 3.3 57 605

o 4

Mnyn: EUVIPO — European Union Intellectual Property Office Sept. 2016



Napadeypa Wevdeniypadou otnv Noutpn AAucida
Dapuakwv

TNV MPoCoX1 TOU KOWVOU Kl TWYV EMAYYEAIATIWY UYELAC EPLOTOUV 01 PAPIAKEUTIKES
Ynnpeoieg tou Youpyeiou Yyeiag ott KUKAOQOPEL 0TV ayopd TWV KATEXOPEVWY
TEPLOXWYV MAACTEG MAPTIOEC TOV (PAPHRAKEVTIKOU TIPOTOVTOC, TO OTIOLO XOPNYELTAL Y1d

diagopouc TUNOUC KAPKIVOU.

TUYKEKPIPEVa 01 PaplareuTIKEC YINPECLEC EVIIIEPWVOUV OTL EXOUV AAPEL EVITIEPWOT) ATO
v etapeia F Hoffman-La Roche Ltd, EABeTiag, OT1 OTIC KATEXOUEVEC MEPIOXEC EXOUV
KUKAopopnoel Tpelc (3) empepalwuevec MAAOTEC MAPTIOEC TOU PAPHAKEUTIKOU MPOIOVTOC

Bevacizumab 100 mg/4ml
Xpnolponoleital EMNONG CUXVA Kal yia Bepanelec ektoc evbelfewv. Zmv Kunplagn

Anporpatia £1val EYYEYPAREIEVO KAl KUKAO®OpEL i To ovoua AVASTIN, evw omv ToupKia

KQl 0TIC KATEXOHUEVEC MEPLOXEC KUKAOWOpPEL e To ovopa ALTUZAN.

Mnyn: Phlenews 17/7/2017



NopoBetiko mAaiLloLlo Kat tou
QLTTOOKOTLEL



NopoBetiko mAaioto Eupwnaikng Evwong

Oényio FMD 2011/62/EE pie 0TOX0 TNV OIOTPOT TNG

KataAnénc Yevdeniypadwv papudkwyv otoug a.cBevelc, He EU |eg|s|at on
TNV KOOLEPWON EVAPLOVIOUEVWY, TIAVEU PWTTATKWY LETPWV * *

aodaleiac kol eAeyyou. Ta pETpa Ba SteukoAUvouv TNV
avayvwplon twv Pevdeniypadwv pappakwy pe BeAtiwon
TWV eAEYXWV TOOO ota cuvopa tng EE 600 kal evtog tng EE.

) §
Kavoviopoc DR 2016/161 rtou epappoletal amod TiG
9/2/2019 yia tn cupmArnpwaon tng odnytog 2001/83/EK katt
2011/62/EE tou Eupwnaikou KowoBouAiou kat tou B "
JupBouAiou pe tov KaBoPLOUO AETTTOLEPWV KAVOVWV e
OXETLKA LLE TA XOLPAKTNPLOTIKA aodpaAeiog mou — )
epdavilovtal otn cuokevaoio Twv apprAKWY yLa mem ZUr Uberprufung
avep(bruvr] Xpr']()'r] der Legalitat
dieser Website
hier klicken

Kavoviopoc 699/14 nou sdappoletol ano tig 20/7/2015
Noyotuno acdaleiag



2toxol Eupwnaikou NopoOetikov MAatciov

* [pootaocia tou Eupwmnaiov AcBevi
arto TNV anen Twv Pevdeniypadwv
GOPUAKWY KOl YEVIKOTEPQ, N
npooTtacia TNC vyeiag tou mMAnBuopou
¢ Evpwrng

e KatamoA&unon tng nmopavouiag,

e Evioxuon tTng vOuLUNG eumopiog
(aAvoidocg) pappdkwyv kot Kot
gnektaon, Staopailon tng
SuvaToOTNTOC YL EPELVOL KOL AVATITUEN K
VEWV PapUAKWV




Mepikéc Baokeg npovolec tou Kavoviopou 2016/61 (DR)

* OpileL oav nedio epapuoyng Tov EAeyyxo
ouvtayoypadoUueVwY GapUAKWY LOVo*

* Ewodyetat Mnxaviopog Avixveuong
Moaparmoinong ot CUCKEVACLEC TWV
ouvtayoypadoUueVwY GapUAKWY TIOU
SlatiBevtol 0To KOWo,

* Ewodyetal o Movadikog kKwdikog Avayvwplong
OTIG OUOKEVAOLEG PaAPUAKWY, RS

* KoBopiletal wg nuepopnvia edpappoyng tou
KoLvovVLopoU Ti¢ 9/2/20109,

*  Emurpénel tnv avaPfoln ebappoyng yla 6
Xpovia amno tic 9/2/2017 ywa EAAGSa, ITaAla,
BEAyLo.

* KoBopilel TIC UTIOXPEWOELG TWV UTIOAOLUTWV
Kpatwv MeAwv yLa tnv epappoyn tou
Kavoviopou.

*E¢apgoelc — Appendix 1 kat MNpooBnkec Appendix 2



BOOLKEC UTTOXPEWOELC TTOU atoppPEOLV yia tTa Kpatn MéEAn
artd T mpaovoleg tov Kavoviopou 2016/61 (DR)

* Anuloupyio EVOC OUOTHHATOC
amnoBetnpiwv og EBVIKO Emtimedo (NMVS
— National Medicines Verification System)
TIOU Vo oUVOEETaL e TO KeEvTpLKO

AmntoBetriplo tng EMVO — (EMVS European
Medicines Verification System),

* Edoapuoyn evoc unxavoypodikou
2UOTHHOTOC TTOU VA UTtooTNPL(EL TN
Stadkaoia emaAnBevonc ko
armevepyomnoinong (akupwaonc) tou
oELpLaKoU KwoLkoU Twv dapuaKwY,
arto To anobeTipLlo HETA T OLaBeon
TOUC.

EMVO: European Medicines Verification Organization



Mnyxaviopog Avixveuvonc Mapamnoinong

NMapadeiypata oppayidwv achaleiog

* EmkOAANnon onueiov
OlVOLYMOTOC UE YOUQ,

e KoAAntwkn Siadavn tawvia
OTO ONUELO avolypatoc,

* ALATPNTO ONHELO AVOLlyLATOC,

* Mwpata acdaAeioc ota
UTTOUKAALO GOPUAKWY,

* [epLTUALEN O QAOUULVOXOPTO

Epapuoletal amokAeloTKA ota Zuvtayoypodoupeva Qdappaka — Ta MHEIYDA N
MYZY®A , AEN NPENEI va p€pouv pnxaviopouUc avixveuong moparmnoinong




YoXpEWOELC XOVOPEUTIOPWV



TiBetal o LoxL amod tg 09/02/2019 pe Baon tov Kavoviouo 161/2016

ENAAHOEYZH
KEQAAAIO V

AIEPTAZIEXY T'TA THN ENMAAHOEYEZH TON XAPAKTHPIZTIKON AXOAAEIAL KAI THN AITENEPTOIIOIHIH TOY
MONAAIKOY KQAIKOY ANAINQOPIZHE AIIO TOYE XONAPEMITOPOYZ

Apipo 20
Enaldevon ¢ yvnootirag Tou povadikou kedikov avayvopieng ane Toug yovdpeumnopoug

O yovdpéumopog emaijdevel T) YVijoIOTITA TOU HOVADIKOU KwOIKOU avayvapior)s TOUNAYIGTOV TV akohoutuv (appakwy mou
£(EL OTI) QUOIKT] KaTOY1) TOU:

() QUpHAKWY TOU TOU €YUV EMOTpagel amd mpocwma mou éyouv adeia 1) eivan efousiodotpéva va diadétouv Qdppaka oTo
Koo 1) amo a\\ov yovdpepmopo:

f) oapuakev mou napa?\ap[ﬂc'nra ano yovdpsumopo o omoiog dev gival oUTE 0 ﬂapamsuwn']g oUTE 0 ‘(ovﬁpépnopm, hflTO\OC
)¢ adewag kukhogopiag oUTE 0 YOVOPEUTOPOG TOU E\(ﬂ OpLOTEL amo Tov ham\o ¢ adeag kukhogopia, pEUU YpamT|S
oupﬁam]c, yia va amothkever kat va diavépel ta mpoiovia mou KaAUTToVTa amo Ty adeid kuk\o@oplag Tou TIpOiovIog Tou
€€ ovopatog tou. ?P??7?



Manufacturer /
MAH

If you
receive
product from
here you do
not need to
authenticate

6-June-  Designated
2018 Wholesaler

ENAAHOEYzH

Authenticating a Product at Goods Receipt —
A very Simplistic Overview

These are organisations
which have a contract
with the MAH
to store and distribute
MAH’s products e.g. a
logistics service
provider.

We term this group “the
Club” These
organisations do not
need to authenticate

These should be listed

within the Wholesaler

ID filed in the product
master data

.

These are
organisation which
do not have a
contract with the
MAH to store and
distribute MAH’s
products but
received the
product from either
a club source or
the MAH or the Mfg.

These are organisation
which do not have
contractual relationship
with the MAH to store
and distribute products
and did not receive
the product from
either a club source
or the MAH or the
manufacturer directly

directly These organisations
do need to
These authenticate the
organisations do product
not need to
authenticate the
product



TiBetal o LoxL amod tg 09/02/2019 pe Baon tov Kavoviouo 161/2016

ENAAHOEYZH
KEQAAAIO V

AIEPTAZIEXY T'TA THN ENMAAHOEYEZH TON XAPAKTHPIZTIKON AXOAAEIAL KAI THN AITENEPTOIIOIHIH TOY
MONAAIKOY KQAIKOY ANAINQOPIZHE AIIO TOYE XONAPEMITOPOYZ

Aptpo 21
Mapekk\ioeic ano to apdpo 20 etoryeio f)

H E"Ta)q]ﬁsuml g \rw]mon]mc TOU pmu&xou KwOKOU avayvepiong evog gappdkou Oev amartertar duvaper Tou apdpou 20
oToiyelo ) o€ kapia amo TIG AKONOUUEC MePITTROELS:

a) To oelo Qapuako aA\alel kuploTTa, cAAd TApaEVEL OTI) QUOIKT] KAToYT) TOU 1010 YovOpepmopou:

B) T0 oeio Qapuako SIVELETAL OTIV EMKPATEID €VOC KpAToug pENoug petall U0 amovikwv mou avijkouv atov idio
\OVOPENTOPO 1) TV 1010t VOLIKI) OVIOTITA, YWPIG VA GUVTENETaL AT,



TiBetal o LoxL amod tg 09/02/2019 pe Baon tov Kavoviouo 161/2016

AMNENEPIonoliHzH
KEQAAAIO V

AIEPTAZIEXY T'TA THN ENMAAHOEYEZH TON XAPAKTHPIZTIKON AXOAAEIAL KAI THN AITENEPTOIIOIHIH TOY
MONAAIKOY KQAIKOY ANAINQOPIZHE AIIO TOYE XONAPEMITOPOYZ

Apipo 22

Anevepyonoiner) Tou povadikov kedikou avayvdpiong ano Toug yovdpeumnopoug

O1 yovdpépmopot enahielouy T} YVijo1oTTa TOU Povadikol KwdIKOU avayVepLenG Kal TOV GNEVEPYOTOIOUY av TPOKEITalL Yid Td
ako\ouda Qappaka:

a) mpoiovta mov TpoKertar va diavepndoly ektog TG Tvwang:

B) mpoiovta mou £youv EMATPUQEL GTOUG YOVOPEUTIOPOUG amd TpocwTd mou £youv adeia 1) elvar ecouaiodoTipéva va diadétouy
QapuaKd 0T KOO 1) amd GA\ov XoVOpEUTOPO, Kat dev UTOPOUY Vol EMCTPAYOUV GE EUTOPEVGIHO amOvepar

y) mpoiovta mou mpoopiCovial Yid KaTaotpogr)
0) mpoiOvTa Ta omoid, eve PpioKoVIaL aTI) PUGTKT) KATOYT) TV YOVOPEuTopwy, (irouvtar wg detypa ano T appodles apyec

£) TPOIOVIA Td omoid 01 YoVOPEHTOOI TOTIUEVTA! Vet DIVEIHOUY GTal TPOCWK. 1) TOUG (QOPEIC TOU avagépovtal ato dpdpo 23,
0€ TEPITTWOT) TIOU AMCITENTAL GO TV €DVIKI) vopodeoia aupguva ke To 1510 apdpo.



Apdpo 23

Awatageic yia Tov ouvumoloyiopo Tov l&ut’tspuw xapalm]pwmcmv ¢ ahvoidac e@odiacuov TV
Kpatov pekoy

Ta kpat) pékn, OTav Kpivetat cwaywio Yid TOV GUVUTONOYIOHO TV IOICHTEPWY YAPAKTI|PIOTIKGY TS a\uoidag epodiacpiot oTo
EB&(poc TOUG, UTOPOUV V GTAITOUV amo TOUG \(ovﬁpsp"[opouc va fm}u]ﬁsuom' Ta \(apam]plmma ao@alelag kar va amev £pyo-
TOLOUV TOV pova&m KWOIKO avayvepiolg evog gapuakou mpotou dadécouv To ev Noyw @apuako e omolodijmote amod Ta
akoloutla TpocwTA 1) POpEIC:

) o€ TPOGWTA TOU £YouV Adewd 1) elval €COUGIOdOTIHEVE va SIGTETOLV QApHAKa OTO KOO Kal Ta omoia Ogv dpactipio-
MOIOUVTAI GE 1DPUNA UYEIOVORIKTIG TEPIDalun 1) G€ QapuaKeio:

f) oe xuViaTpoug kar g MaveHTOPOUG KTIVIATPIKGV QUpHAKWY:

y) O£ 0dovTIATPOUC:

0) Of OMTOUETPIKOUC Kl OMTIKOUC:

£) Of MAPAiaTPIKO MPOCWTIKO KAl OE LATPOUC OE HOVAOES EKTUKTIG AVAYKI|C:

OT) TG EVOMAEG dUVARES, GTIV aoTuvopia Kal 6e aA\oug kufepvi|TikoUg @opeic Tou SiaT)poly amovEpaTd QUPHAKWGY Yid TOUG
okomoUG TIC TOMTIKIG TIPOCTAGIAS KAl TG SlAYEIPLOTC KATAGTPOPWY:

() ogmav ETHUU]].IIC[ kat aA\a dpUpata tprtoPaduiag &"Taléfum]c, TOU YPI|OLHOTOIOUV QUPLAKA Yid EPEUVI|TIKOUC Kot EKTICHOEU-
TIKOUG OKOTIOUG, e ECAIPEDT) Ta 1dPUHATA UYEIOVOHIKT)G MEPIDayn)c:

1) 0f QUAaKEC:
) ot oyoheia
1)  OF KEVIPU TIAPI)YOPI|TIKTG ayWYNG:

10) OF OIKOUG VOOTAEldC.



TiBetal o LoxL amod tg 09/02/2019 pe Baon tov Kavoviouo 161/2016

KEDAAAIO V

AIEPTAZIEX TTA THN ENMAAHOEYZH TON XAPAKTHPIZTIKON AXOAAEIAL KAI THN AIIENEPTOIIOIHZH TOY
MONAAIKOY KQAIKOY ANAI'NQOPIZHE AIIO TOYE XONAPEMITOPOYE

Aptpo 24
Metpa mouv npenet va Aapfavouy ot yovdpeumnopor o mepimtoon napafiaong f unovetag naparnoinenc
o]l Xox@pémopm dev mpopndelouy oUte e&ayouy cpdppam 0TaV EYOUV P\byovg Ve TOTEVOUV 0TI 1) GUOKEUaOT é,\a Tapaﬁlatmi

i otav ano TV enalidevor TV Xapam]pmmmv ACQUNELAC TOU QUPHAKOU TPOKUTTEL OTL TO MPOIOV HMOPEL Va [V &val
yvijato. Ot YOVOPEUTOPOL EVIJHEPLVOUY GHEGWS TIC APUODIES APYEC.



Amapattntec npoumoBeoelc yLa
AELTOUPYLOL TOU CUOTNMOTOC



Amapattntec NpoUnoBeoelc

Na urdpyel Stabgoog o
amapaitnToc e€OMALOUOC Kal
npoofaon oto dtadiktuo,

To AOYLOULKO caG cuoTnua va
ouvoeDBel pe to Kumtplako Zuotnua
EnaAnBsuong Qapuakwy Ue
dtentadn (interface) § va yivetal
XPNOon aveEAPTNTOU TIPOYPAULLOATOC
stand-alone (license based)
Yuvadn cupdwviog ocuvepyaoiag
e tov KOED. (End User Participation
agreement)

o



Data Flow (normal operation)

" Hospitals

Parallel
Distributors

Ty Pharmacies
q- Wholesalers

=% 3pLs



Erttdoyn 1 - ouvbeon e oto AoyLopko armobnkng pe dtemadn
(Inteface)

Aemadn

Internet

)
—— |

nueio dtaBeong cuvdedepevo peow Stemadnc pe
1o amnoBetrplo tou KOED

Auon 1: To AOyLOULKO TNG amoBnkng oag Ba cuvdebel peow dlemadrig Le TO AOYLOULKO TOU
KOE® kot pe éva okavaplopa tTauvtoxpova n adaipeon/eniotpodr oTo oToK Kal n emaAnbsuon.



Ertithoyn 2 - xprion aveéaptntou npoypappotoc (web based,
stand-alone)

Inueio dLaBeong
bapUAKWV

Internet

)
—————— |

YTOAOYLOTN G LE aVEEAPTNTO AOYLOULKO
(web based, stand-alone) pmopet va
xpnotpomnotnBetl kat o (610¢
UTTOAOYLOTNG LE TO onpeilo dtaBeong

Auon 2: Aveéaptnto Aoylopiko stand-alone yia tig avaykeg emaAnBsuvong mou dev cuvOEETal UE
TO AOYLOMLKO armtoBnKnc.



Awcdiaotatoc Kwdikog (Data Matrix) pe MAnpodopieg

=  Data-Matrix code, developed to I50-standards
Key data elements:

=  Product code (GTIN /M)

=  Randomised unique serial number

= Expiry date

=  Batch number

= HateraHresithrorreer-triere recesary)

Product #: 09876543210982

Batch: A1C2E3G4IS
Expiry: 140531
S/N: 123A5A/RAOF12345673890

ECC200
2,335 alphanumeric characters



AeOOUEVA IOV EKITEUTTOVTOLL

PC:

SN:
Lot:

EXP:

05000456013482
0000000001 [eh b, e
00001

12/2020

1d20105000456013482172012001000001<GS>210000000001

GS1 Als

PC:

SN:
Lot:
EXP:

05000456013482

T W
0000000001 H
00001
12/2020

FNC1

1d2[)><RS>05<GS>0105000456013482172012001000001<GS>210000000001<RS><EOT>

ASC MH10.8.2 Dls

d

ISO/IEC 15424:2008

1d2[)><RS>06<GS>9N110375286414<GS>D201200<GS>1T00001<GS>S0000000001<RS><EOT>

Format 05

Format 06

]d2 specifies that the symbol read is a GS1 DataMatrix

symbol

PC: 110375286414
SN: 0000000001
Ch.-B.: 00001

12.2020

verw. t

PPN

.

MBavotnTa va pavtePeL KATIOLOC ToV KWOLKO elval apeAnTtéa Kat Ayotepn amo 1 : 10.000



a v

Scanner mode:

GTIN/NTIN:
BATCHNO..
SERIAL NO.:

EXPIRY DATE:

NMVS Response message: The pack has been dispensed.

State: Supplied

NMwg Ba yivetal n dradikacia otnv mpaén

[scanner cursor

@® YES O NO
05000456013482
00001

0000000001

201200

AOKLLOOTIKO MNpoypa o

Verification

VERIFY
DISPENSE
MARK AS SAMPLE

MARK A3
DESTROYED

REACTIVATE

MARK AS LOCKED
EXPORT FROM EU
MARK AS STOLEN

MARK AS FREE
SAMPLE



Avadopec (Reports)



Document ID: EMVS0218
Document Version: 2.0

Document Title: EMVS National System Reports

Document Status: Approved

X" REPLY

SOLIDSOFT

Wholesaler client systems

Stakeholder Reports

4.5.1 | Pack State Changes Client Report This report lists counts of pack state changes make during a
specified time period at a specified client location.

4.5.2 | Pack Transactions Report This report lists all product pack-related transactions which
were initiated by a pharmacist or wholesaler for a specified
location and time period.

4.5.3 | Returned Packs Client Report This report lists all packs flagged as suspicious (potentially
falsified) for a given location and time period.

4.5.4 | Product Catalogue Data Client This report lists every product contained in the product

Report catalogue maintained by the NMVS.

Table 8: Wholesaler Client Systems



Euyaplotw yLa TNV
npocoxn ococ!

AptoUpo¢ loogyLek
AtevBuvtnc Kuntplakou Opyaviopou
EnaAnBevong Qapuakwv (KOED)



Backup Slides



EMVS - armo tL artoteAsltol?

Manufacturer

System

Owner = Manufacturer

Interface

| Manufacturer \

Nat'l System

Owner = EMVO

European
Hub
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Nat'l System

Parallel
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System
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Owner = Parallel Distributer
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National
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Pharmacy
System

Wholesaler
System

Interface

National
Blueprint
System

/

Pharmacy
System

Owner = Pharmacy

Owner = NMVO

Web Access

\

Wholesaler

Wholesaler
System

Owner = Wholesaler
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Q&A

VERIFICATION OF THE SAFETY FEATURES AND DECOMMISSIONING OF THE UNIQUE

IDENTIFIER BY WHOLESALERS

S.1. Question: How should the expression "the same legal entity" referred to
in Articles 21(b) and 26(3) of Commission Delegated Regulation (EU)
2016/161 be interpreted?

Answer: This expression should be interpreted in accordance with national legislation.
As general guidance, and without prejudice to national legislation, a legal entity may be
considered the same when, for example, it has the same registration number in the
national company registry or, if no national registration 1s required, the same number for
tax purposes (i.e. VAT number).

S5.2. Question: Member States may hold stocks of certain medicinal products
for the purpose of public health protection. How should the unique
identifiers on those products be verified and decommissioned?

Answer: In accordance with Article 23(f) of the Delegated Regulation, Member States
may request wholesalers to verify the safety features of and decommission the unique
identifier of medicinal products which are supplied to governmental institutions
maintaining stocks of medicinal products for the purposes of civil protection and disaster
control.



Q&A

5. VERIFICATION OF THE SAFETY FEATURES AND DECOMMISSIONING OF THE UNIQUE
IDENTIFIER BY WHOLESALERS

5.3. Question: Articles 18, 24 and 30 of Commission Delegated Regulation
(EU) 2016/161 require that manufacturers, wholesalers and persons
authorised or entitled to supply medicinal products to the public
immediately inform national competent authorities in case of suspected
falsification of medicinal products. How should this information be
notified by wholesalers?

Answer: It 1s recommended that wholesalers contact national competent authorities, since
the procedure to follow for such notification 1s a national competence. If they exist,
national guidelines should be followed.

S5.4. Question: Articles 20, 21 and 22 require wholesalers to verify the
authenticity and/or decommission the unique identifier only. Do
wholesalers need to verify the integrity of the anti-tampering device when
complying with those Articles?

Answer: No, wholesalers do not need to (but can) verify the integrity of the anti-
tampering device when complying with Articles 20, 21 and 22.



Q&A

5. VERIFICATION OF THE SAFETY FEATURES AND DECOMMISSIONING OF THE UNIQUE
IDENTIFIER BY WHOLESALERS

N
n

Question: Article 22(a) requires a wholesaler to verify the authenticity of
and decommission the unique identifier of all medicinal products he
intends to distribute outside of the Union. Is it necessary to decommission
the unique identifier if the medicinal product is sold to a party
established outside the EU but that product does not physically leave the
wholesaler's premises in the EU?

Answer: No. The purpose of Article 22(a) 1s to ensure the decommissioning of unique
identifiers on packs which leave the EU territory, in order to avoid that those active codes
may be harvested by traffickers. In case the medicinal product is sold to a party
established outside the EU but physically remains in the wholesaler's premises in the EU,
the unique identifier on the product should not be decommissioned. If that medicinal
product 1s subsequently imported (while physically remaining in the EU) by a holder of a
manufacturing and import authorisation (a wholesaler cannot import medicinal products),
no action from the wholesaler physically holding the product is required with regard to
the safety features.



th

Q&A

VERIFICATION OF THE SAFETY FEATURES AND DECOMMISSIONING OF THE UNIQUE
IDENTIFIER BY WHOLESALERS

N
=2}

Question: Do wholesalers have the obligation to decommissioning the
unique identifier of a medicinal product when they sell the product
“business-to-business” to a company which buys it for the purpose of
research?

Answer: Article 23(g) allows the decommissioning by wholesalers of medicinal products
supplied for the purpose of research, except when supplied to healthcare institutions.
Although the Article does not explicitly mention that it applies to the supply of products
for the purpose of research to companies which are not universities or other higher
education establishments, it is desirable to include such a case in the scope of this Article
(provided that those companies are not healthcare institutions) in order to guarantee the
decommissioning of the unique identifiers on those products.



Q&A

5. VERIFICATION OF THE SAFETY FEATURES AND DECOMMISSIONING OF THE UNIQUE
IDENTIFIER BY WHOLESALERS

5.7. Question: Is wholesale distribution of medicinal products with a
damaged/unreadable 2D Data Matrix code allowed, if there is no
suspicion of falsification?

Answer: It depends. If the verification of the authenticity of the unique identifier (UT) can
be performed by using the human readable code. the products can be further distributed.

If the verification of the authenticity of the Ul cannot be performed (because the human
readable code 1s damaged or absent). then two scenarios can be envisaged:

1. The wholesaler i1s subject to the obligation to verify the authenticity of the
medicinal product in accordance with Article 20 of the DR (because the products
are either returns or have been supplied by a wholesaler who 1s not the
manufacturer not the MAH not a designated wholesaler). In this case, the
wholesaler cannot further distribute the products with the unreadable codes as
doing so would mean to breach Article 20 of Regulation No 2016/161.

The wholesaler does not have an obligation to verify (because. for example, s/he
procured the products from the manufacturer or the MAH or a designated
wholesaler). In this case, Regulation No 2016/161 does not explicitly prohibit
further distribution (the wholesaler may not mnotice the codes are
damaged/unreadable as s/he has no obligation to verify the UT).

19

Even if the distribution of products with unreadable codes may be legal in certain
circumstances, it s certainly not desirable, as the authenticity of those products cannot be
verified. In addition. distributing those products further would be pointless. as the
products would never reach their final users: they would be blocked further down the
supply chain by other distributors/pharmacies/hospitals unable to fulfil their
verification/decommissioning obligations under Regulation No 2016/161.
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Q&A

VERIFICATION OF THE SAFETY FEATURES AND DECOMMISSIONING OF THE UNIQUE
IDENTIFIER BY WHOLESALERS

5.8. Question: Can a wholesaler request another wholesaler to verify the
authenticity and decommission the unique identifiers for medicinal
products they intend to distribute outside the EU on their behalf?

No. According to Article 22(a). the wholesaler who intends to distribute medicinal
products outside the EU must verify their authenticity and decommission the unique
identifiers. This obligation cannot be delegated to another wholesaler.



[l TTOo0 Xpovo Ba eival Ta pappaKka
O0TO AmoBEeTNPLO HOC

Kade pepovopsvn cuokevacia @appakou da mpEemel va Pmopel va TAUTOTOIETal Kal va enaAndeUeTal 1 yvijolotTd g
ONov TOvV XpOvo KaTA TOV OTOI0 TO QUPHAKO TAPAUEVEL GTNV aAyopd Kal KATA TO €MMALOV YPOVIKO SldcTpa mTou
anarteital yia Ty £motpo@rn kat T dwideon ¢ ovokeuaciag petd v nuepopnvia Anéng. Ta tov Aoyo auvto, 1
akoloudia TV YapUKTpWV TOU TPOKUTTEL Gnd TOV GUVOUACHO TOU KWOIKOU TPOIOVTOG Kal TOU apldpoU Oelpdg mpemnel
va elvat povadikn yia pa dedopévr) cuokevacia QApEAKou HEXPL TV TaApEAevon TOUNAXIOTOV £vOG £TOUG amd TV
npepopnvia Anéng me &v Aoyw ouokevaociag 1 mevie gtwv peta ) dadeon tou mpoloviog mpog mwAnon 1 davour
cUpgwva ue to apdpo 51 mapaypagog 3 g odnyiag 2001/83[EK, avaloya pe to moia givat 1 peyalutepn npodeopia.

Enavagopa tou evepyou KadeoTtoTOG VoG novadikov kedikol avayvopieng mov £xel anevepyomnoindel

I. s -rapaokauaﬁ"m,, ot yovdptpmopor kat Ta mpéowTa Mou Exouy adeia 1) eivan atoumo&ompwa va diadétouy (pappara oo
KOO HTOpPOUY Vil EMAVAQEPOUY TO KATEOTWG £VOG AMEVEPYOTOUHEVOU HOVAOIKOU KWOIKOU avayveplong Oe evepyo, HOVO av
mAnpoUvTal ot akoloudeg mpoimodiaeg:

@) TO TPOCLTO TOU EKTENEL TNV EVEPYEIX TG Enavagopds kaAUmteTarl and v idia adea 1 Sikaiwpa kat dpactnpionoieital 6TV
id1a £yKATAOTAOT UE TO TPOCWTO TOU UMEVEPYOTOINGE TOV HOVAdIKO KWOIKO avayvepionc:

B) n emavagopd Tou KAleoTATOG TPAYHATONOIETTAL TO APYOTEPO OEKA TUEPEG PETA TV AMEVEPYOTIOINON TOU HovadIKoU KwOIKoU
avayvepIong:

y) 1 cuckevacia Tou @uappdakou dev £xel AfjEct

d) 1 ocuckeuaciad TOU QAPUAKOU deV £XEl KATUXWPIOTEL 0TO GUCTNHa amodetnplov wg eyovca avakAndel, anocupidel, mpoopiadel
TPOC KATAGTPOQT] 1] KAATEL, KAl TO TPOOWNO TOU £KTEAEl TNy evépyela e enava@opdc dev yvwpilel va &xel khamel n
ouoksvacia

£) To @dppako dev £xel datedei oTo KOWVO.

2 Ta @appaxka mou @Epouv povadikd kwdikd avayvoplong o onoiog dev propel va enaviAdel oe evepyd kadeotwme enetdn dev
mAnpoUvTal o1 MTPOUTODECEIC TIOU avAQEPOVTAL OTNV maphypago 1 dev emotpéovial o epnopelcipo anodepa.



ErmaAnBevon ano Xovdpeumnopouc

Apdpo 20
EnaAndeven g yviototitag tou povadikol kodikov avayvoptong amo Toug Yovdpepnopoug

O yovdpeumopog enahndevel ) yviol0TT TOU HOVADIKOU KwdKOU avayvwpiong TouNdyioTov Twv akoAoudey Qappakey mou
£(€L 0TI QUOTKT) KaToYn TOU:

() QUPHAKWY TIOU TOU EYOUV EMOTPAQEL amo mpoowra mou £xouv adeia 1 evar eouciodotnuéva va Madetouy gappaka oTo
kowo 1 and alov yovdpeumopor

B) gapudkev mou mapalapPaver ano yovdpeumopo o omoiog dev eival oUTE 0 TAPAOKEUAOTAG OUTE O YOVOPEHTOPOC-KATOYOG
¢ ddetag kukhogopiag oUTE 0 YOVOPEUTOPOG TOU €€l OPIOTEL AMO TV KATOXO TG Gdeiag kKukhogopiag, HEcw YpamTig
oUupaong, yia va anodnkever kat va Slaveper Ta TPOIOVIA mou KaAUTTOVTAL ano Ty ddgid KukAogopiag Tou mpoioviog Tou
€€ 0VOLATOG TOU.



Tu kAvoupe otav Ba Swoou e HEPOC TNG
OUOKeEUOoLOC

Apipo 28
Yroypewoeig ot nepimtoon dadeonc nepovg pove g cuokevaoiag
Kata mapéxihion amo 1o apdpo 25 mapaypagog 1, otav Ta mpocwna mou £youv adeia 1) evar ecoudiodotipéva va diatetouy

QAPHCKA GTO KOIVO TIAPEYOUV PEPOS HOVO TIG GUGKEUAGIAS TOU QUPHOKOU TOU OTOIOU 0 HOVAOIKOG KWOIKOS avayVwpior)G Oey
£yel amevepyormoulel, emcAntelovy Ta YOPAKTIPIOTIKA GOQUAEING KAl GMEVEPYOTOIOUV ToV &V AOYW UOVAOIKO KwOIKO

avVayvVOPLaNG OTAV 1) GUOKEUAGIC QVOTYETAl Yid TPWTI QOpd.




Mpootacia AeSoUEVWVY

1 1 1 1
[pootacia tov dedopevey kai kupiotra TeV dedopevay

1. Ot TapacKeUAoTES, Ol KATOYOl AdEIWY KUKAOQOPIAC, Ol YOVOPEUTIOPOL Kl Td TPOCWTA TOU £XOUV Adewd 1) £ival £C0UG1000-
TpéEva va IaUETOUV QApHaKa OTO KOWO Eival UTEUDUvol yia Ta dedopéva mou mapayovial OTav Xpi|GIHOMOOUY TO GUGTIHA
amoUeTpiwv Kal Ta omoia amovnkevovtal ¢t dwadpour) ekeyyou. Exouv v kupldTTa kat TV mpocPact] HOvo ota dedopEva
autd, pe eEaipeot) TIS TAT)POPOPIEC TOU avagepovTal oTo apipo 33 mapaypagog 2 Kai TG TAI)POQOPIES GYETIKA HE TO KATECTAG
EVOG HOVAdIKOU KWOIKOU avayvwpiong.

2. H vopii) ovtomyta mou diayepiletar To amoveT|pio GTO OMoio gival mo%qksupm] 1 dadpopt) ehéyyou Oev &yel
"TpOUﬁam] ot dadpop) E?\sy)(ou Kdl oTa Bsﬁopavu mou rrspw)(ow:m Of auTi] YWpIC T ypcnm] UUYRC[TC[C]EO“I] TV vompm\'
KATOXWV TwV 6560pﬂfm' EKTOC vV €CUTIPETOUVTAL Ol OKOTOL OIEPEUVIIONG TWAVGY TEPICTATIKGY TAPATION|ONC TOU EXOUV
emonNuavdel 6To cUGTIHA GUpQuVa pE To apipo 36 ctoiyeio f).

‘Apdpo 39
[Ipocfaocn ano Tic appodieg sDvikeg apysc

H vopuk) 0\’TOTI]T(I mou Onmoupyel kar dayeipiletal £va amoven|plo mou Xpl]mporomml yia TV Eﬂa)\l}f}fuou e YVIoLOTITag
1 Ty UMEVEPYOTION|OT] TWV HOVADIKAV KWOIKGV avayvepiong Twv (pappahwv nmou dwatidevtar oy ayopa KpaTouc peloug
napéxel mpooPact) oto ev AOyw ATOVETIPIO KAl OTIC TAIPOPOPIEG TOU TEPIEXOVTIAL ¢’ AUTO OTIC APHOOIEC APYES TOU &V NOYW
KPUTOUG PENOUG Yia TOUG akOAOUTOUG GKOTIOUG:

a) TV ENOMTEIA TG AEITOUPYIAS TV ATOVETIPIWY Kl TI) JIEPEVVI|OT TDAVAV TEPICTATIKGY TIAPATION|0T|G"

) Vv emoTpo@r) E£0dWV-

Y) T QapUAKOETAypUTVI|OT 1] TI] QapLaKoemdHioloyid.



