KatevuBuvtipleg ypaEG ya tTn Xprion tou Kunplakou
Zuotipatog EmaAnfsvonc @apuakwv
orto Xovépeunopouc/AnoOnKeC

‘EkSoon eyypadou: 1"
Huep. 10/09/2020

E€QLPETIKA TNUOVTLKO:

H nuepopnvia évapénc oxvog tou eyypadou avtou eivar n 1" OktwPBpiou 2020

OL KaTeEVOBUVTAPLEG YPAUUEG 0TO €yypado aUTO LOXUOUV LEXPL TNV AVILKATACTACH TOU Ao
véa €kdoon.

OL onoleg avadopéc oto €yypado autd dev_aviikabiotouv TIg odnyleg oL omoieg oag
anootéAAovTaLl PE EMLOTOAEG/eYKUKALOUG Ao TI¢ DAPUAKEVUTIKEG YTINPEDLEG.

Omnotecdnmote Sladopomoloelg oTig KateuBUVTAPLEG YPAUUES KplBoUV amapaitnteg amno
TG Qappakeutikeg Ynnpeoieg n tov KOED® Ba mepllapPdvovtal oe veéeg ekSOOELG TOU
eyypadou autol kat Ba cag kowomolouvtal pe NAEKTPOVIKO taxubpopeio (email) otnv
nAektpovikr SlevBuvon tnv omoia €xete kaboploel katd tnv gyypoadr oog oto cuoTnua
KOEO.
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Elcaywyn

Me Bdon ta apbpa 11 — 13 kat 20 — 24 tou Kot €fouclodotn Kavoviopou 2016/161 tng
Eruitpomnig, ot XovSpéumopot/Anobnkeg, €Xouv TNV VOULKN UTIOXpEwaon amo T 9/2/2019 va
npoBaivouv, oTlg TepuTTWoEl Tou kaBopilovtal ota To MAvw ApBpa, oe xprion Tou
Zuothpatog EmaAnBevong Oappdkwy, yla tn SLEVEPYELD TWV AELTOUPYLWY TIOU TtEpLypadovTal
oto MNapaptnua 1 tou mopovtoc eyypadou.

OL Aewtoupyiec autég adopolv otn Xprion Tou povadlkou, yla Tto KABe Kouti, Kwdkou
avayvwplong 2D data matrix, H€ow TOU £€ELSIKEUUEVOU AOYLOULIKOU TIOU €XETE EYKATOOTHOEL
oTIG ATtoONnKeG oag.

Me otdéxo tnv €emiAuon TWV TEXVIKWV TPOPANUATWY KoL TNV €UpuBUn Asttoupyia TOU
Juotiuatog EmaAnBevong Qapudkwv ot QopUAKEUTIKEG YIINPECIEG OE OUVEVVONON HE TOV
KOED eixav Sdwoel xpovikr mepiodo MpocopuoynG TwV XPnotwv Kol otabepomolon Tou
ouoThpatog n omota teppatiletat tnv 31" ZemtepBpiov 2020.

Ano 1" OktwPpiou O6Aot ot Xovdpéumopoi/AnmoBrike Oa mpémet va okoAouBolv Tig
Stadkaoieg mou kataypadovtat oto napov eyypado.

Koutid mou gumintouv otig tpovoleg tou Kavoviouou

KOE® - T. Ba mpénel va napatnpeite anod 9/2/2019

2D data matrix
Kwd ko oto koutl

Mn)Xaviopog
Aviyxveuong
Mapamoinong
[Yréapyouv moAha eibn
auTo eival éva

napadswypal

Itoeia o avoyvwoun popdn
Product code (PC) GTIN, Serial Number (SN), Expiry date, Batch r] lot number

Ta 4 otoxeia PC, SN EXP ka Batch evormolouUvtat Snploupywvtag éva Lovadiko Kwdiko
avayvwplong yla to kaBe koutt (Unique Identifier).

O povadikog autog Kwdikog kataxwpeital oto 2D barcode mou daivetal otnv lkOva TLO TTAVW
KoL Elval avayvwoliog Pe T xprnon katdAAnAa puBuiopévou 2D - capwth (scanner).
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Ytowyeia aodpoadeiac — Kwdwkog 2D Data Matrix

PG 05012674018552

* Avalntriote to 6loblaotato kwbiko 2D AT
Matrix mou Pploketal og KamoLo onuelo Tou
KOUTLOU

* JuvnBuwc Pploketal Sumha amod To otolxela
O€ avayvwolun popdn.

* Movo éva kwdikoc 2D data matrix
ETUTPETETAL VO UTIAPXEL O€ KABE KouTl

MNapadelypata pnyxaviopwy avixveuong mapanoinong

Alatpnto Koutl

Ke onueio
T ovolypatog
ToU oKiletal

Nwpo oe 6o
LEpN TIOU
onalouv

KoAANTLKn Ttovia
[1e A xwpic oAdypappal




Koutia pappdakwv kot AAAWV MPoidvIwy ou SEV EUMIMTOUV OTLG TPOVOLEG TOU Kavoviopou
Kot 8ev meplhapfdavovtat oto ovotnua. Ta koutld autd OatiBevral xwpilg¢ €Aeyxo
omolodnmote €Agyxo.

ZupmAnpwpaTa
Slatpodnc

latpoteXVoloyLKa
npolovta
[ue onuavon CE]

Qe

"P'Myww
Dappakeutika Npoilovia yla
Ta onola dev amatteltal oy
latpikn Zuvtayn

Eniong, koutid mou unmpxav dtabéopa npog nwAnon npwv TG 9/2/2019 kaw Sgv £xouv 1O
povadikd kwdikd avayvwplong (Unique Identifier) rn/kat tov pnxaviopd avixveuong
naparmnoinong Krnopouv va dtatiBevial mpog mwAnaon, LEXPL TNV NUEpoUnvia ANEewg Toug, Xwpig
va aoKeltal omoloodnmote €Aeyxoc emaAnbevonc toug. Asite ta mapadeiypata mo KOTw:

LOT.Pxo12¢0s [gts
EXP.02/2021 .Igf

Xwpig ZeipLoko Kwsiko

Honoaoier: [ (SN)
= [Me i xwplc kwdwod 2D
Fiae data matrix]

e

Xwpig pnxaviopo
aviyveuong

Xwpig 2D data Matrix

[Me A xwpig pnxaviopo
aviyveuong maparmnoinong]

Tapamnoinong [Le
f Xwpig kwdKo 2D
data matrix]

Page | 4



O KwdKol o KAtw Sev €xouv oxéon He To cuotnua enaAnBsvong papurakwv Kat Sev
TMPEMEL VAL COLPWVOVTOLL

e

5 Ips0 0g432 et

e Taplets 10mg (@) |\ et

Mpappwtol Kwdikol
ol [ExTunwpevoL N pe
ey \ | ETUKOMNHEVOL PE
s 7140043 e'[ll(éta]

E5E & Taets Amitiptyl

Kwdwog QR
[1e Tpla TETPAYWVA
OTLC AEUPEC)

Moo Kwdiko Ba mpemeL va capwvete?

Data matrix Linear (1D) Barcode QR Code
(2D barcode)

PC: 20000608627252 E E

Lot: AB123C4
0123456789 E

exp. 1970372021
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Tu eivo tat ALERTS?

To ALERTS eival mpoeldomoloelg mou pmopel va mpokAnBouv capwvovtag Toug KwdIKoUg
KOE® &voG 1) meploocOTEPWY KOUTLWV GApUAKWY, LECW TOU AOYLOMLKOU TNG AltoBnkng oag yla
Sleknepaiwon Twv Aetoupylwv mou avadépovtat oto Mapaptnpa 1. Ta ALERTS sudavidovral
otav ta otolxeia mou meplAapBavovtal otov SLodldotato KwOIKO SEV AVTLOTOLXOUV WE auTA
nou Bplokovtal otn Baon dedopévwyv tou KOED yLa To CUYKEKPLUEVO KOUTL.

H ARYn kamotou ALERT 8gv onpaivel Kat’ avaykn OTL, TO KOUTL TTOU €XETE ocapwWOEL adopa
oe Yevdeniypado dappako aAdd Ot Oa mMpémeL va yivel OXETIKA Slepeuvnon OMwgG
nepypadetatl octov MAPAPTHMA 2, NINAKAZ 1 ywa emiBefaiwon tng auOevilkotnTAg TOU.

To ALERT pmopel va eival eopaApéveg mposidomnoiroelg (False Alerts) mou odeilovtal oe
KATIOLO TEXVIKO N OStadikaotikd mpofAnua. Tétowa mpoPAnuata adopolv otnv eAAUTH
$OpPTWON TWV ATOPALTNTWY OTOLXELWV TOU KOUTLOU o TOUG MOPOOKEUAOTEG, TTPOPBANMATA HE
TIG puBuioeLg Tou capwth (scanner) oag ) MPOPBAAUATA LE TO AOYLOLLKO OTOV UTIOAOYLOTH OO,

Napadsiypa ALERT (To ovuotnua otnv Artodnkn oag¢ umopel va eupavilel tnv npostdomnoinon
UE SLAPOPETIKO TPOTTO)

An alert has been raised.

Unique Pack Return Code:

CY-0VG-HCX-19Y-AD2
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Ta pnvopata nov epdavilovial otnv 006vn ocag otav npokAnOei éva ALERT oto ocuotnpa
KataypAadovToL oToV Mo KATW TiVOKAL.

Kwdékdg | MAvupa
A2 Batch not found
A3 Serial number not found
A7 Pack already in requested state
A24 Status change could not be performed
A52 Expiry Date mismatch
A68 Batch ID mismatch

(Ot kwéikoi Sev euavifovral oto ocvotnua emaAndevons aAia oto cuotTnua
NMVS-Alerts mou ava@épetal o KAtw)

Ta ALERTS cuvobeuvovtal and éva povadiko kwdikd Unique Pack Return Code (UPRC). Zto
napadelypa nmou avadépetal nponyoupévwg To UPRC givatl CY-0VG-HCX-19Y-AD2 kot propet
va xpnotpomnolnBet ywa dtepevvnon tou cupPavtog amd tov MNapaokeuaotr, Toug Katoxoug
Adswwv KukAodopiag (KAK), tnv Appodia Apxn kat amo tov KOED. Me Tov TpOTo auTo, UTApXEL
duvatotnta S1opbwong texvikol AdaBoug, av umapxel. MNapéxetat emiong, n Suvatotnta
napakoAouBnong tng 0Ang Stadpoung (Audit trail) Tou cuykekpLUEVOU KOUTLOU, OE TtEPIMTWON
mou urndpxel uroPia otL mpokettal yia Weuvdeniypado. Ta ALERTS mou eudavilovtal otov
umoAoylotr) cag, AapBavovtat avtopata amo tov KOED, toug KAK kot Ti¢ QopUOKEUTIKEG
Yrninpeoieg.

O KOE® éxelL e€aodalioel mpoypappua (NMVS ALERTS) mou cag evnpuepwvel yia ta Alerts ou
€XOUV TIPOKANBEL amo 1o AOYLOULIKO 0OG CUCTNO KL ETITPETEL TNV AUECH ETUKOLVWVIO PETALY
KOED AmoBnkng kot Apuodiag Apxng yla dtepevvnon kamolou ALERT. To npoypaupa NMVS
ALERTS O&uatiBetal, xwplc omowadnmote xpewon, omo tov KOED kot 8ev yxpeldletol
gyKataotoon otov umoAoylotr coag adoul, sival mpoofacipo Swadiktuoakd. Mrmopeite va
eyypadeite akolouvbwvtag £€va ouvdeopo (link) mou Ba ocag otalel amd tov KOED.
Mpotpéneote va enikowvwvnote apeoa pe tov KOED (k. EAita Mpokomiou TnA. 22 270095) yla
SlevBetnon g ouVEEONG 0AG KaL TG OXETLKEG ETEENYNOELG.

Mepintwon Ektaktng Avayknc (To Aoylopiko cuotnua tng AoOnKng oag eivat EKTOC
Asttoupyiac, evw £xete npdoBaocn oto Stadiktuo)

Y€ TEPUTTWON EKTAKTNG OVAYKNG, av To clotnua otnv AmoBnkn ocag ocag Bploketal €KTOg
Aettoupyiag, al\da €xete mpooPaon oto Sladiktuo, akoAouBeiote Tov oUVOECHO https://eva-
cy.nmvo.eu yla va ouvdeBeite pe 1o ocvotnua EVA — Emergency Verification Application yla
Slevépyela enaAnBeuong/anevepyonoinong Twv Koutiwv pe kwdikoug KOED mpv StateBolv
01O Kowo. Ma va xpnolponol)oeTe to cuotnua EVA Ba mpémel katayxwpnoete to (6o email kat
KwOLKO Tou €xete kabopioel yla tnVv €lcod06 oag otnv mAatdoppa NMVS (portal). 2to cvotnua
0QUTO KaTaxwpeite povo tov Kwdikod GTIN (PC) kat tov Zelplako Kwdiko (SN).
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NAPAPTHMA 1

WHOLESALER’S USE CASES

Single Pack Operations

Use Case

Description

Verify

Verifies that a pack of medicine is available to be supplied or decommissioned. The
pack identifier is retrieved using the product code (GTIN/NTIN on PPN) and serial
number, and a further check is done to ensure an exact match between the reported
batch ID and expiry date and the pack identifier record held in the national system.
Markets can opt to verify on product code and serial number only, but to date, none
have chosen to do so. However, when performing manual data entry, including
verification via the emergency Ul, it is only necessary to provide the product code and
serial number. If the product code exists but the serial number is not found, or if the
batch ID or expiry date do not match, the system will raise an alert to indicate a
potential counterfeit pack. Otherwise, if the pack identifier is found the system reports
its current state.

Supply

This use case is only supported in markets that allow wholesalers to supply medicine
under the terms of Article 23 of the Delegated Regulation (EU) 2016/161.

Marks a pack identifier as supplied (dispensed). The pack is no longer available to be
supplied. However, if the pack identifier is already marked as supplied, the system
may ignore this in order to support partial dispense of pack

content. Pack identifiers are verified automatically before being marked as supplied to
ensure they are currently marked as active. If the pack is for a multi-market product, a
message is sent to the European Hub which will then notify other markets in which the
product is authorised.

Reintroduce

This use case is only supported in markets that allow wholesalers to supply medicine
under the terms of Article 23 of the Delegated Regulation (EU) 2016/161.

Marks a previously supplied pack as active, effectively re-introducing it into the supply
chain and reactivating it. The pack is returned to

general availability. Pack identifiers are verified automatically before being marked as
active. If the pack has not expired and is not subject to withdrawal or recall, it is
reported as available. Reactivation operations must be performed from the same
location where they were supplied within a time limit of no more than 10 days. If the
pack is for a multi-market product, a message is sent to the European Hub which will
then notify the other markets in which the product is authorised.

Mark as
destroyed

Decommissions an active or locked pack identifier and marks the pack as having been
destroyed. Pack identifiers are verified automatically before being marked as
destroyed to ensure they are currently marked as active or locked. Once marked as
destroyed, there is no facility to undo this status change. If the pack is for a multi-
market product, a message is sent to the European Hub which will then notify the
other markets in which the product is authorised.
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Mark as
stolen

Decommissions an active or locked pack identifier and marks the pack as having been
stolen. Pack identifiers are verified automatically before being marked as samples to
ensure they are currently marked as active or locked. Once marked as stolen, there is
no facility to undo this status change. If the pack is for a multi-market product, a
message is sent to the European Hub which will then notify the other markets in which
the product is authorised.

Clearly, a stolen pack cannot be 'at hand'. It is anticipated that wholesalers will use
previously stored pack data to obtain pack identifiers for stolen packs.

Mark as
sample

Decommissions an active pack identifier and marks the pack as a sample for a
regulatory authority. Packs are verified automatically before being marked as samples
to ensure they are currently marked as active. If the pack is for a multi-market
product, a message is sent to the European Hub which will then notify the other
markets in which the product is authorised.

Undo mark as
sample

Marks a pack that was previously provided as a sample as active, effectively re-
introducing it into the supply chain and reactivating it. The pack is returned to
general availability. Pack identifiers are verified automatically before being marked as
active. If the pack has not expired and is not subject to withdrawal or recall, it is
reported as available. Undo operations must be performed from the same location
where they were marked as samples within a time limit of no more than 10 days. If
the pack is for a multi-market product, a message is sent to the European Hub which
will then notify the other markets in which the product is authorised.

Mark as free
sample

Decommissions an active pack identifier and marks the pack as a free sample for
commercial distribution. Packs are verified automatically before being marked as free
samples to ensure they are currently marked as active. If the pack is for a multi-
market product, a message is sent to the European Hub which will then notify the
other markets in which the product is authorised.

Undo mark as
free sample

Marks a pack that was previously provided as a free sample as active, effectively re-
introducing it into the supply chain and reactivating it. The pack is returned to
general availability. Pack identifiers are verified automatically before being marked as
active. If the pack has not expired and is not subject to withdrawal or recall, it is
reported as available. Undo operations must be performed from the same location
where they were marked as free samples within a time limit of no more than 10 days.
If the pack is for a multi-market product, a message is sent to the European Hub which
will then notify the other markets in which the product is authorised.

Mark as
locked

Decommissions an active pack identifier and marks the pack as a locked. A pack may
be locked to temporarily prevent it from being supplied while it is under investigation.
Packs are verified automatically before being marked as locked to ensure they are
currently marked as active. If the pack is for a multi-market product, a message is sent
to the European Hub which will then notify the other markets in which the product is
authorised.

Undo mark as

Marks a pack that was previously locked as active, effectively re-introducing it into the
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locked supply chain and reactivating it. The pack is returned to general availability. Pack
identifiers are verified automatically before being marked as active. If the pack has not
expired and is not subject to withdrawal or recall, it is reported as available. Undo
operations must be performed from the same location where they were marked as
locked. If the pack is for a multi-market product, a message is sent to the European
Hub which will then notify the other markets in which the product is authorised.

Export from Decommissions an active pack identifier and marks the pack as exported from the EU*.
EU* Packs are verified automatically before being marked as locked to ensure they are
currently marked as active. If the pack is for a multi-market product, a message is sent
to the European Hub which will then notify the other markets in which the product

is authorised.

Undo export Marks a pack that was previously marked as exported as active, effectively re-

from EU introducing it into the supply chain and reactivating it. The pack is returned to
general availability. Pack identifiers are verified automatically before being marked as
active. If the pack has not expired and is not subject to withdrawal or recall, it is
reported as available. Undo operations must be performed from the same location
where they were marked as exported within a time limit of no more than 10 days. If
the pack is for a multi-market product, a message is sent to the European Hub which
will then notify the other markets in which the product is authorised.

* The Delegated Regulation (EU) 2016/161 only covers the territory of the members of the European
Union. It is anticipated that the 'Exported' pack identifier state will be extended to include the three
EEA EFTA countries (Norway, Iceland and Liechtenstein) by a Joint Committee Declaration (JCD
32016R0161), in draft at the time of writing, and may be extended to include the Swiss Confederation,
subject to agreement with the EU regarding its participation in the EMVS. The future status of the
United Kingdom with respect to its participation in the EMVS is unknown at this time.
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Bulk-of-Pack Operations

Use Case

Description

Verify

Verifies that each pack of medicine in a bulk of packs is available to be supplied or
decommissioned. Each pack identifier is retrieved using the product code (GTIN/NTIN
on PPN) and serial number, and a further check is done to ensure an exact match
between the reported batch ID and expiry date and the pack identifier record held in
the national system. If the product code exists but the serial number is not found, or if
the batch ID or expiry date do not match, the system will raise an alert to indicate a
potential counterfeit pack. Otherwise, if the pack identifier is found the system reports
its current state.

The National System handles the verify operation asynchronously. Once the request
has been accepted by the National System, local systems can interrogate the National
System to see if the results of the operations are available for download.

Supply

This use case is only supported in markets that allow wholesalers to supply medicine
under the terms of Article 23 of the Delegated Regulation (EU) 2016/161.

Marks each pack identifier in a bulk of packs as supplied (dispensed). Each pack is no
longer available to be supplied. Pack identifiers are verified automatically before being
marked as supplied to ensure they are currently marked as active. For each pack of a
multi-market product, a message is sent to the European Hub which will then notify
other markets in which the product is authorised.

The National System handles the supply operation asynchronously. Once the request
has been accepted by the National System, local systems can interrogate the National
System to see if the results of the operations are available for download.

This use case is not recognised as a formal requirement by the stakeholders. However,
the EMVO has indicated that they have no objection to its use, and it is supported by
the Solidsoft Reply National System.

Reintroduce

This use case is only supported in markets that allow wholesalers to supply medicine
under the terms of Article 23 of the Delegated Regulation (EU) 2016/161.

Marks each previously supplied pack identifier in a bulk of packs as active, effectively
re-introducing each pack into the supply chain and reactivating them. Each pack is
returned to general availability. Pack identifiers are verified automatically before being
marked as active. If the pack has not expired and is not subject to withdrawal or recall,
it is reported as available. Reactivation operations must be performed from the same
location where the packs were supplied within a time limit of no more than 10 days.
For each pack of a multi-market product, a message is sent to the European Hub which
will then notify the other markets in which the product is authorised.

The National System handles the reactivation operation asynchronously. Once the
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request has been accepted by the National System, local systems can interrogate the
National System to see if the results of the operations are available for download.

This use case is not recognised as a formal requirement by the stakeholders. However,
the EMVO has indicated that they have no objection to its use, and it is supported by
the Solidsoft Reply National System.

Mark as
destroyed

Decommissions each active or locked pack in a bulk of packs and marks each pack as
having been destroyed. Pack identifiers are verified automatically before being
marked as destroyed to ensure they are currently marked as active. Once marked as
destroyed, there is no facility to undo this status change. For each pack of a multi-
market product, a message is sent to the European Hub which will then notify other
markets in which the product is authorised.

The National System handles the operation asynchronously. Once the request has
been accepted by the National System, local systems can interrogate the National
System to see if the results of the operations are available for download.

Mark as
stolen

Decommissions each active or locked pack in a bulk of packs and marks each pack as
having been stolen. Pack identifiers are verified automatically before being marked as
destroyed to ensure they are currently marked as active. Once marked as stolen, there
is no facility to undo this status change. For each pack of a multi-market product, a
message is sent to the European Hub which will then notify other markets in which the
product is authorised.

The National System handles the operation asynchronously. Once the request has
been accepted by the National System, local systems can interrogate the National
System to see if the results of the operations are available for download.

Clearly, a stolen pack cannot be 'at hand'. It is anticipated that wholesalers will use
previously stored pack data to obtain pack identifiers for stolen packs.

Mark as
locked

Decommissions each active pack in a bulk of packs and marks each pack as locked.
Packs may be locked to temporarily prevent them from being supplied while they are
under investigation. Pack identifiers are verified automatically before being locked to
ensure they are currently marked as active. For each pack of a multi-market product, a
message is sent to the European Hub which will then notify other markets in which the
product is authorised.

The National System handles the operation asynchronously. Once the request has
been accepted by the National System, local systems can interrogate the National
System to see if the results of the operations are available for download.

Undo mark as
locked

Marks each previously locked pack identifier in a bulk of packs as active, effectively re-
introducing each pack into the supply chain and reactivating them. Each pack is
returned to general availability. Pack identifiers are verified automatically before being
marked as active. If the pack has not expired and is not subject to withdrawal or recall,
it is reported as available. Reactivation operations must be performed from the same
location where the packs were locked. For each pack of a multi-market product, a
message is sent to the European Hub which will then notify the other markets in which
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the product is authorised.

The National System handles the reactivation operation asynchronously. Once the
request has been accepted by the National System, local systems can interrogate the
National System to see if the results of the operations are available for download.

Export from Decommissions each active pack in a bulk of packs and marks each pack as exported
EU* from the EU*. Pack identifiers are verified automatically before being marked as
exported to ensure they are currently marked as active. For each pack of a multi-
market product, a message is sent to the European Hub which will then notify other
markets in which the product is authorised.

The National System handles the operation asynchronously. Once the request has
been accepted by the National System, local systems can interrogate the National
System to see if the results of the operations are available for download.

Undo Export Marks each pack identifier in a bulk of packs previously marked as exported as active,
from EU effectively re-introducing each pack into the supply chain and reactivating them. Each
pack is returned to general availability. Pack identifiers are verified automatically
before being marked as active. If the pack has not expired and is not subject to
withdrawal or recall, it is reported as available. Reactivation operations must be
performed from the same location where the packs were marked as exported within a
time limit of no more than 10 days. For each pack of a multi-market product, a
message is sent to the European Hub which will then notify the other markets in which
the product is authorised.

The National System handles the reactivation operation asynchronously. Once the
request has been accepted by the National System, local systems can interrogate the
National System to see if the results of the operations are available for download.

* The Delegated Regulation (EU) 2016/161 only covers the territory of the members of the European
Union. Itis anticipated that the 'Exported' pack identifier state will be extended to include the three
EEA EFTA countries (Norway, Iceland and Liechtenstein) by a Joint Committee Declaration (JCD
32016R0161), in draft at the time of writing, and may be extended to include the Swiss Confederation,
subject to agreement with the EU regarding its participation in the EMVS. The future status of the
United Kingdom with respect to its participation in the EMVS is unknown at this time.
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NINAKAZ 1

NAPAPTHMA 2

MPOEIAOMOIHZEIZ - ALERTS

EvépysLa MAvupa ano to Zotnpa | Ataxeipion mpofARpaTog

mov givat ALERT
Iapwon yla Serial number not found 1. Kpatnote to amobepa o Kapaviiva otnv
EnaAnBeuvon AmoBnkn ocog HEXPL va  ylveEL OXETIKNA
(Verification) n (Kwdkog Alert A3) Slepevivnon.
Anevepyoroinon

(Decommissioning)
MECW TOU CAPWTN 1 HE
TO MANKTPOAOGYLO

Iapwon yla
EnaAnBeuvon
(Verification) n
Anevepyoroinon
(Decommissioning)
MECW TOU CAPWTN 1 HE
TO MANKTPOAOGYLO

Batch not Found

(Kwdkog Alert A2)

Batch ID mismatch

(Kwdéwkog Alert A68)

Japwon ylo
EnaAnBeuvon
(Verification) n
Arnevepyoroinon
(Decommissioning)
MECW TOU CAPWTN 1 HE
TO MANKTPOAOGYLO

Expiry date mismatch

(Kwdéwkdg Alert A52)

2. Ektumwote 1 katoypadte TOov Hovadikod
aplBuo tou Alert (UPRC) mou mpokdAeoe To
Alert koL ONUELWOTE TOV O XOPTAKL/ETIKETAL
0€ OOKOUAQKL Omou TomoBeteite To KOUTL.
Aokipdote

3. Evnuepwvetre mpounBeut) oca¢ ylwa TO
TPOPBANUA TTOU EXEL TTPOKUEL.

4. Zntnote aueon emiluon tTou TMPORAAUOTOG
and Tov mpounBeutr) ocag. KabBoplote 1O
XPOVIKO TeplBwplo oto omoio Ba mpémel va
avtanokplBel. (cuvnBwg 2 epyAoIUEC LEPEG)
Av otn Oldapkela twv SUO NUEPWV EXETE
evnUépwon OTL To MPOPANpa £xel emhuBel
T0Te ocapwote €favd TO  KOUTL  Kal
emBeBalwote otL dev dnuoupyet Alert. To
Koutl pmopel va Slatebel.

INUaVTIKO: e OAa ta otddla tng Stadkaociog av
oog {ntnbel evnuépwon amod tov KOED yua to
OUYKeKPLUEVO ALERT evnuepwote KATA OGO TO
TPOBANUA NTAV TEXVLKO I SLASLKOOTIKO UECW TOU
npoypapparoc NMVS Alerts kal av €xet eTitAuBetl

Mpoomnadela
amnevepyomnoinong
(Decommissioning)
KOUTLOU Tou €XEL 6N
amnevepyornolnBei (Nén
glval katoywpnuévo otL
€xeL n6n mouAnBei,
katootpadel, KAamel,
adatpebel kAm).

Pack already in requested
state,

(Kwbikog Alert A7)
Status change could not be
performed

(Kwbikog Alert A24)

Alepeuvnote av to pappoko £xel adatpebel amnod
TO oUOTNHO OTTO KATIOLO GANO GNUELD EKTOG TNC
Amnobnkn¢ oag. Kpatrote onueiwon av
EVTOTILOETE KATTOLO TEXVIKO/SLaSIKAOTIKO
TPOPANUA Tou pokAdAeoe To Alert. Itnv
neplmtwon mou enPeBolwVETE OTL TPOKELTAL YLO
SLadkaoTiko/TeEXVIKO AdBog To KouTi umopel av
SlateOel.

Av dev umopéoete va eMBEPALWOETE TA TILO
Tavw:
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1. Ektunwote | Kataypayte to Alert (UPRC)
2. To kouti 8gv puropei va Statedei
emoTPEYTE TO OTOV TPOUNOELTH cag

INUOVTLKO: e OAa ta otadla tng Stadikaociag av
oo {Ntnbel evnuépwon amod tov KOED yio to
OUVKEKPLUEVO ALERT evnuUEPWOTE KATA TMOCO TO
TPOBANUA NTAV TEXVLKO I SLASLKOOTIKO UECW TOU
npoypapparoc NMVS Alerts kal av €xet eTitAuBetl

Mpoomnadela
enaAnBeuong KouTlol
yla To omolo £xeLnén
nipokU et Alert

A new alert is raised

Mpoomnadela
QTEVEPYOTOINGNG
KOUTLOU YyLO. TO OTtolo
€xeLndén mpokL el Alert

A new alert is raised

Av HETA amd evnUEPWON oag OTL, To MPOPANUA
€xel emAuBel OOpPWOETE TO KOUTL KoL QUTO
dnuoupyel véo Alert tote TO ddApuaKo
TOPAUEVEL OE Kapaviiva otnv Amobnkn yua
neplodo aKOUN 2 €pYACLUWYV NUEPWV ATO ThV
nNUEPa aUTA.

EkTunwvete N kataypadete to véo Alert (UPRC)
Tou TipokaAeoe to Alert kal evnuEPWVETE TOV
MpounBeuty ocag oOtL o TMPOPAnua Sev €xel
€TUAUBEL

Av oe Slapkela dU0 EPYACIUWY NUEPWY ATIO TNV
nUEPOUNVIO TNC VEAC OAPWONG TO TEXVLKO
POPANua Sev €xel emAuBel TOTE, eMOTPEPTE TO
KouTL otov MNpounBeuth oag.

InUOVTIKO: e OAa ta otadla tng Sladikaciag av
oog {ntnbel evnuépwon amod tov KOED yua to
OUYKeKpLUEVO ALERT evnuepwote KATA OGO TO
TPOBANUA NTAV TEXVLKO I SLASLKOOTIKO UECW TOU
npoypapparoc NMVS Alerts kal av €xet eTitAuBetl

Xprion NAnktpoloyiou
VT copwTh

NavBaopévn
KOTaXWpPENon Tou
OELPLOKOU KWKo (SN)
TLEPQV ETUTPEMOEVOU
aplBuou dopwv

Serial number not found

(Kwdékog Alert A3)

Alepelvnon yla Stamiotwon SLadlkaoTikou
AaBouc. Kataxwpnon cwotol KwSLkou oto
ouoTnua Kal dLaBecr Tou Tou KouTlol cUudwva
LLE TNV apxLKn oog tpoBeon.

Kpatnote onueilwon pe ta otolxeio tou
ouppavtog Alert (UPRC) nuepopnvia, otolxeia
dappakou, Kwdkog koutloL (SN) oe mepintwon
mou Ba epwtnOeite)

InUOVTIKO: e OAa ta otadla tng Sladikaociag av
oo {ntnbel evnuépwon amod tov KOED yio to
OUVKEKPLUEVO ALERT evnuUEPWOTE KATA MOCO TO
TPOPBANUA ATAV TEXVLKO N SLASLKAOTIKO UECW TOU
nipoypappatog NMVS Alerts kal av €xel eTttAuBetl
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Xprion NAnktpoloyiou
ovti copwth

NavBaopévn
Kataxwpnaon tou ap.
Maptidag (Batch) A tng
nuepopnviag Arngng -
Exp. Date mépav
ETUTPEMOUEVOU apLOpoU

dopwv.

Batch not found,
Batch ID i Expiry Date
mismatch, an alert is
raised

(Kwdkog Alert A68)

n
(Kwdkag Alert A52)

Alepevivnon yla dlamioctwon StadikaoTtikol
AaBoug. Kataywpnon tou cwotoL Batch No. i
Tou owotoU Exp. Date oto cuotnua kat Stabeon
TOU KOUTLOU UM WVA LE TNV OPXLKN 0OG
npoBeon.

Kpatrote onueilwon pe ta otolxeio tou
ouppavtog Alert (UPRC) nuepopnvia, otolxeia
dappakou, kwdkog koutloU (SN) oe mepintwon
mou Ba epwtnBeite

INUaVTIKO: e OAa Tta otddia tng Stadkaociog av
oo {Ntnbel evnuépwon amod tov KOED yio to
OUVKEKPLUEVO ALERT evnueEPWOTE KATA MOCO TO
TPOPBANUA ATAV TEXVLKO N SLASLKAOTIKO UECW TOU
npoypappatog NMVS Alerts kal av €xel eTttAuBetl

EZAIPETIKA ZHMANTIKO: AN KATA H META ANO ZXETIKH AIEPEYNHZH EXETE
YNOWIEZ OTI NPOKEITAI NA WEYAENITPA®O ®APMAKO ENHMEPQZTE AMEZA
TIZ DAPMAKEYTIKEZ YNHPEZIEZ
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NINAKAZ 2

EMNIZHMANZEIZ

Extog amd ta Alerts to ocUotnua epdavilel EMONUAVOELG TTOU €XOUV OQV OKOTIO TNV EVNUEPWON
TOU TEALKO XPROTN TOU GUCTAMOTOC yla éva cuUBAv oto cuoTnpa. AUTEG Elval OpATEG LOVO OTNV
000vn tou unoAoylotr) Omou £€xouVv TPokANBOel. H Slaxeiplon Twv emipuldfewv eVamOKeLTAL OTN
Kplon Tou TeAkoU XPrioTn Kol OTNV EUTOPLKA OXECN TIOU £XEL UE TOV TpopunBeutr tou. H mo
ouvAONC AVTLUETWIILON TWV EMLONUAVOEWV TIEPIAAUPBAVETE OTOV TILO KATW Mivaka:

Nepintwon

EMLONUAVOELG OO TO TUoTNUO

Evépyela Dappokomnolol

Kwb1kog 2D pn cuppatog (Aev umapyel
6nAadn Unique Identifier)

Product code invalid or serial
no. invalid or batch id invalid
or expiry date invalid

Yrnapyouv eAAutr) otolyeia oto 2D
barcode. M.x. Aetmouv, o0 Kwd1kdg
Mpotdvrog (GTIN ) PC), | 0 Zelplakog
Kwbko (SN), i o aplBudc Naptidag
(Batch ID) i n Huepounvia Anéewc (exp)

Missing
product code
or serial no.
or batch id

or expiry date

EAEYXETE OV TO KOUTL EUTITEL OTLG
TLPOVOLEG TOU KOWVOVLGHOU (givat
cuvtayoypadoupsvo papuako?).
Av S&v gUTUNTEL, TOTE UOpPEL vaL
Slatebei ywpig £éAeyxo KOED.

Eniong, To Kouti pnopei va
Satebei, £o0Tw Ko av gumintel
OTLG TTPOVOLEG TOU KOVOVIOOU,
VOOUMEVOU OTL Tav Stab<oipno
npog twAnon rpw TG 9/2/2019

O kwdKo¢ Sev gival avayvwpiolpog. To
nipolov dev €xel doptwbel oto ZVotnua
tou KOED 1} o€ kAmolo aAAo ZUoTnua
otnv Eupwrnn

Product Code is unknown

EALYXETE OV TO KOUTL EUTILIITEL OTLG
TLPOVOLEG TOU KOWVOVLGHOU (givat
ocuvtayoypadoUuevo Gpappako?).
Av 8gv guninteL TOTE Unopei va
Slatebei ywpig £Aeyxo KOED.

Eniong, To Kouti pnopei va
Satebei, €o0Tw Ko av gumintel
OTLG TPOVOLEG TOU KAVOVLOLOU,
VOOUMEVOU OTL Tav Stab<oipuo
npog twAnon rpw TG 9/2/2019

O Kwdkog kal ta otolyeia ival opba
oAAQ Sev umtApyxeL OTO KOUTL O
MNXQVLIOUOC avixveuong mapamnoinong -
Sev kaAUTmTtovtal 6A0G oL TPOVOLEG TOU
KOVOVLOOU

Pack is active or set in request
state (apa OAeG oL eVOEIEELS
TOU GUOTHMATOG Eival OETIKEG
€KTOG OO TO OTL, SEV UTLAPXEL
OTO KOUTL O UNXOVLOUOG
avixvevong rapamnoinong

EAEYXETE OV TO KOUTL EUTITEL OTLG
TLPOVOLEG TOU KOWVOVLGHOU (givat
cuvtayoypadoupsvo papuako?).
Av 8&v guminTelL TOTE Unopel va
Slatebei ywpig £éAeyxo KOED.

Eniong, To Kouti pnopei va

Satebei, €o0Tw Ko av gumintel
OTLG TTPOVOLEG TOU KOVOVIOOU,
VOOUMEVOU OTL Tav Stab<oipno
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ntpog nwAnon mpLv TG 9/2/2019

EnaAnBeuon koutlol mou £xeL An&etl

Pack is expired, no alert

EnmaAnBeuon Koutlou mou €xeL
avakAnBel

Pack is recalled, no alert

ErmtaAnBguon kouTloL mou €xel
avakAnBel

Pack is withdrawn, no alert

To dlaxelpileote avaloya pe Th
EUTOPLKN OXEON METAEL E0AG KOl

Armevepyorolnon KouTloU Tou €xeL AReL

Pack is expired, no alert.
Decommissioning not allowed

ToUu nMpopnBsutr ooag (.. To
EMLOTPEDETE N TO KATACTPEDETE)

Armevepyoroinon KouTloU Tou €xeL
avakAnBel

Pack is recalled, no alert.
Decommissioning not allowed

Armevepyoroinon KouTloU Tou €xeL
amocupBetl

Pack is withdrawn.
Decommissioning not allowed

MNpoomnabela emaAnBeuong KouTLoU TIoU
€xeL Ndn anevepyonolnel oTo cuoTnUA
Qo Tov 610 KaTaxwpnuévo xwpo (idto
dappakeio/location)

Pack is already in the request
state, no alert

Av n npoondBela enaAnbeuong
£YLVE UE OKOTO va SiepeuvnOei
KOTAL TTOOO £Val KOUTL £XEL
Kataywpnoei m.x. wg
KOTOLOTPALHEVO TOTE S€ XpELAleTall
va yivel kamota AAAn evépyeLa.

Enavadopad koutiou amnod Tto iblo onueio
({610 pappakeio/location) os evepyd
(active) péoa o€ 10 pépeg amo tnv
amnevepyomnoilnon tou (onuavtiko: Sev
UTtopEL va yivel amo aAlo
dapuakeio/location)

Pack is activated, no alert

Enavadopd Tou Koutlol oTo
anoBspa Anodnkng

Mpoomnabela emavadopdg KouTLol amo
SladpopeTiko dapuakeio location og
evepyd (active) péoa og 10 pépeg anod
TNV anevepyomnoinon tou

The pack cannot be
reactivated, no alert

ErBeBoLtIOTE OTL TO GUYKEKPLULEVO
KOUTL £XEL anevepyomnonOel anod
Ao onpeio N av £ylve KATOLO
AdBog katd tn Slayeipion tou.

ALOLXELPLOTELTE TO KOUTL AVOAOYywWG

KateuBuvtrpleg Mpappég mpog Xovdpeundpouc/Anobrikeg 07092020
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