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1. Inngangur

Lyfjaaudkenniskerfid stofnar vidvorun (Alert) pbegar upplysingar ur strikamerki a lyfjapakkningu passa ekki
vio peer upplysingar sem framleidandi hefur skrdd fyrir pakkninguna i gagnaskra Evrdpska
lyfjaaudkenniskerfisins. begar sannpréfun tekst ekki, parf notandinn (apdtek, heilbrigdisstofnun,
lyfjaheildsala) ad rannsaka vidvorunina og halda skra yfir fravikid.

Vidvorun fra lyfjaaudkenniskerfinu vekur athygli @ dsamraemi i upplysingum. Ef dstaeda er til ad zetla, ad
att hafi verid vid pakkningu lyfs, eda sannprofun lyfs gefur til kynna ad Iyf sé ekki l6gmeett, skal ekki
afgreida lyfid. Athugid ad adeins skal tilkynna Lyfjastofnun pegar atvik hefur verid rannsakad ad fullu, i
samradi vid heildsdlur og markadsleyfishafa, og stadfestur grunur um félsun liggur fyrir.

begar lyfjaaudkenniskerfid stofnar vidvorun purfa notandi og framleidandi ad hefja rannsdkn. Notandi
athugar taeknilegar astaedur (t.d. bunadur), hvort eitthvad hafi verid athugavert vid framkvaemd
skonnunar (t.d. of margar tilraunir til Utskraningar) og hvort villa sé i hugbunadi. Framleidandi parf ad
athuga hvort gogn séu i lagi og hvort eitthvad sé athugavert i Evrépsku lyfjagattinni eda
lyfjaaudkenniskerfinu. [ sumum tilvikum er veitt undanpaga fra rannséknarskyldu ef vidvérunina ma rekja
til adgerdar hja notanda par sem orsokin er villa i adgerd notanda. Hér er att vid vidvaranir af tegund
A7/A24 (ekki haegt ad breyta stddu pakkningar), A52 (villa i fyrningu) og A68 (villa vid skénnun a
lotundmeri).

Komi fram vidvorun vid skonnun pakkningar parf notandinn taka viokomandi lyfjapakkningu ar umferd
par til hann hefur Gtilokad teeknilegar astaedur (banadur/framkvamd skénnunar). Ef orsok vidvorunar
finnst ekki hja notanda, pa parf markadsleyfishafi ad stadfesta orsdk vidvorunar og lagfeera ef heegt er.
Midad er vid ad markadsleyfishafi/framleidandi veiti upplysingar innan tveggja virkra daga fra pvi vidvérun
er stofnud. Markadsleyfishafi getur bedid um mynd eda éskad eftir endursendingu pakkningar til nanari
rannsdknar pegar adrar astedur hafa verid udtilokadar. Ad lidnum tveim virkum dégum skodar
Lyfjaaudkenni st6du rannséknar & vidvorun og tilkynnir um nidurst6du eda bydur fram adstod vid
rannsokn a orsok vidvorunar. Ef hvorki notandi eda markadsleyfishafi bregdast vid beidni um upplysingar
eda adstod, getur verid dskad eftir adkomu Lyfjastofnunar.

Forritid NMVS-Alerts audveldar notanda ad rannsaka vidvérun og halda skra yfir samskipti vid adra adila
sem koma ad rannsokn vidvorunar. Til NMVS-Alerts berast allar vidvaranir sem verda til vegna skénnunar
lyfijapakkninga hja islenskum notendum, en forritid er ad 6dru leiti 6tengt Evrdpska lyfjaaudkenniskerfinu
enn sem komid er.

[ NMVS-Alerts getur notandi nalgast vidvaranir sem stofnadar hafa verid & vidkomandi starfsstéd, hvort
heldur sem pzer berast fra islenska lyfjaaudkenniskerfinu eda frd 66rum landskerfum i Evrépu sem geyma
upplysingar um vidkomandi pakkningu. Upprunaland vidvorunar ma pekkja a fyrstu bokstéfum i audkenni
vidvorunar. bannig audkennir IS island, DE byskaland, DK Danmérk o.s.frv.

Sem stendur er [slenska kerfid pannig sett upp ad pad leyfir fimm (5) tilraunir til ad évirkja pakka & sému
starfsst6d adur en pad stofnar vidvorun. begar um er ad raeda fjollanda pakkningar parf kerfid ad kalla
eftir pakkingaupplysingum fra 68rum markadi. bar geta verid adrar reglur um fjolda leyfilegra tilrauna til
ad oévirkja pakka sem afhentan sjuklingi og pessi mismunur i uppsetningu milli landa getur leitt til stofnunar
vidvorunar.
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Pannig heimilar danska og finnska kerfid fimm tilraunir, norska kerfid prjar tilraunir og pad saenska tveer
adur en kerfid stofnar vidvorun. Kerfi bysklands og Spanar stofna vidvorun strax vid adra tilraun til
évirkjunar. betta er mikilvaegt ad hafa i huga pegar atlunin er ad évirkja pakkningar sem island deilir med
606rum I6ndum eda sem upphaflega voru atladar til notkunar i 68ru Evrépulandi.

Svartimi lyfjaaudkenniskerfisins er yfirleitt mjog stuttur, en uppkall i kerfi annars lands getur tekid adeins
lengri tima, samanborid vid pad pegar leitad er eftir upplysingum Ur islenska gagnagrunninum. ba er haett
vid ad notandinn endurtaki skénnun a pakkanum adur en svar berst. begar pad loks berst, eru skilabodin
pbau ad ekki sé haegt ad breyta stodu pakkningar og ad vidvorun hafi verid stofnud sem rekja ma til pess
ad of margar tilraunir hafi verid gerdar til ad breyta st6du pakkningar. Daeemi um fyrirbyggjandi rad, er ad
bida med endurtekna skonnun par til svar hefur borist vegna fyrstu skonnunar eda stadfesta st6du
pakkningar (VERIFY) &dur en tilraun er gerd til ad utskréa og ovirkja pakkningu ur kerfinu
(e.DISPENSE/SUPPLY/DECOMMISSION).
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2. Yfirlit

[ NMVS Alerts eru vidvaranir fra lyfjaaudkenniskerfinu birtar 4 adgengilegan mata og forritid gerir kleift
ad rannsaka vidvorun samtimis pvi ad naudsynlegar upplysingar eru gerdar adgengilegar 66rum adilum
sem malid vardar. Kerfid er hannad sem samstarfs- og samskiptavettvangur allra peirra sem taka patt i

ad skoda vidvaranir, p.e.a.s. notendur (apétek, heilbrigdisstofnanir, lyfjaheildsélur), lyfjaaudkennisfélog
(NMVO), markadsleyfishafar (MLH) og lyfjastofnanir (NCA).

Til vidbdtar vid gagnagrunninn um vidvaranir, geta adilar éskad eftir og skipst a gagnlegum upplysingum
svo sem gognum, myndum eda athugasemdum. Kerfid heldur utan um samskipti adila og pannig verdur
til skra yfir adgerdir fyrir hverja vidvorun sem tryggir rekjanleika. Likt og lyfjaaudkenniskerfid er NMVS-
Alerts net-lausn sem er hyst i skyi hja Microsoft (Microsoft Azure). Tungumal NMVS-Alerts er enska en
ad sjalfsogdu er heimilt ad skrifa islenskan texta i pa reiti sem leyfa innslatt. Forritid er notendum ad
kostnadarlausu.

3. Adgangur ad NMVS-Alerts

Lyfjaaudkenni ehf veitir adgang ad NMVS-Alerts. Til ad fa nanari upplysingar um skraningu, pa parf ad
senda toélvupdst 4 netfangid info@lyfiaaudkenni.is. Ad skraningu lokinni faest adgangur ad forritinu med
netfangi og lykilordi & slédinni https://app.nmvs-alerts.com/.

[ sumum tilvikum getur Lyfjaaudkenni veitt adgang ad dkvednum vidvérunum an pess ad vidtakandi sé
skradur notandi. [ pessum tilvikum berst notanda tilkynning i télvupdsti med hlekk sem veitir
timabundinn adgang ad einni vidvorun. Hlekkurinn verdur évirkur ad tilteknum tima lidnum, eda pegar
notandi hefur vistad breytingar fyrir umraedda vidvorun.

4. Yfirlit yfir vidvaranir

Pegar notandi skrair sig inn 8 NMVS-Alerts lendir hann & sidunni ,,Vidvaranir” (Alerts). betta er yfirlitssida
forritsins par sem haegt er ad skoda allar vidvaranir. Notandinn faer adeins adgang ad beim vidvérunum
sem vidkomandi hefur stofnad, eda ad vidvérunum sem annar adili hefur veitt viskomandi adgang ad.

4.1 Siur fyrir skodun vidvarana
Siur (filter) geta hjalpad notanda ad flokka og greina mikid magn af mismunandi vidvérunum. Notandinn
getur valid eins marga valkosti og hann vill og virkjad pa med pvi ad yta a , Filter result” leitarhnappinn.

Filter alerts Hide Closed Only Updated Only Starred Use a saved fiter

Both True False

X Hide Advanced Filters X B
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Fela vidvaranir sem buid er ad loka (Hide Closed)

Ef hakad er i reitinn birtast adeins vidvaranir sem ekki er buid ad loka. (Closed). Sja nanar um stig
rannsoknar a viovorunum i kafla 5.2 og 5.3.

Syna uppfardar vidvaranir (Only Updated)

Ef hakad er i reitinn birtast adeins paer vidvaranir sem markadsleyfishafi eda Lyfjaaudkenni hafa
uppfaert.

Syna stjérnumerktar vidvaranir (Only Starred)

Mikilvaegar vidvaranir er haegt ad stjornmerkja til flokkunar sérstaklega (Only Starred).
Timabil

Haegt er ad velja upphafs- og lokadagsetningu. ba birtast adeins paer vidvaranir sem stofnadar
eru a skilgreindu timabili. | upphafi er kerfid stillt 4 14 daga og mest er haegt ad velja 90 daga
timabil i einu.

K&4di vidvorunar (Error Code)

Haegt er velja til skodunar i valglugga mismunandi vidvérunarkdda (#A2, #A3...). Nanari
upplysingar um mismunandi vidvérunarkdda ma finna i vidauka.

Radnumer (Serial Number)

Haegt a0 leita ad radnumeri.

Audkenni vidvorunar (Alert ID)

Sladu inn audkenni vidvorunar til ad fa nanari upplysingar um tiltekna vidvorun (horfir framhja
66rum sium (filters)).

Markadsleyfishafi (MAH)

Haegt ad velja einn eda fleiri markadsleyfishafa til skodunar Ur vallista og haegt ad skoda nénar
vidvaranir fyrir pakkningar sem tilheyra vidkomandi markadsleyfishafa.

Audkenni framleidslulotu (Batch ID)

Haegt a0 leita ad audkenni framleidslulotu (,,Provided Batch®).

Stada vidvorunar (Status)

Notandi getur takmarkad pad sem birtist a skjdnum midad vid upplysingar fra Lyfjaaudkenni eda
markadsleyfishafa (sja kafla 5.1 5.2, 5.3).

Heiti starfsstodvar (Location ID)

Valgluggi synir allar pzer starfstodvar sem notandi hefur adgengi ad. Notandi getur valid ad
skoda vidvaranir fra einni starfsstod eda fleiri.

Leit (Search)

Til pess ad virkja valin leitarskilmerki, parf ad smella & ,Filter result” hnappinn.

Hreinsa siur (Clear Filter)

Til ad hreinsa 6ll leitarskilmerki i sium, parf ad smella a rauda ,X“ hnappinn.

Syna / Fela fleiri leitarsiur (Show Advances Filter / Hide Advances Filter

Synir eftirtaldar siur (4.1.15 - 4.1.18)

Voruheiti (Product Name)

Velja eitt eda fleiri véruheiti ar vallista. Adeins haegt ad velja voruheiti sem forritid birtir.
Vérunumer (Product Code)

Leita eftir tilteknu vorunumeri.

Vistud lota (Stored Batch)

Leita eftir tilteknu audkenni lotu (Batch ID).



-+ ICEMVO

"2 LYFJAAUDKENNI

L]
Q nmvsalerts

Leidbeiningar fyrir notendur NMVS-Alerts Utgafa 2.0

4.1.18 Handvirkur innslattur (Manual Entry)
Ef stillt er 4 Handvirkur innslattur (Manual Entry), pa birtast adeins vidvaranir sem hafa verid
stofnadar eftir handvirkan innslatt pakkningaupplysinga.

4.1.19 Vista siur (Save Filters)
Valdar siur eru haegt ad vistad til sidari nota.

Create a saved filter X

Filter 1

° Use the default date range
Use the currently selected date range

Set the date range to last custom number of days

4.1.20 Nota vistadar siur (Use Saved Filters)
Hlada nidur vistudum sium

Use a saved filter

Fifter 2 te n: 08 2022 0, Date 1 2022 23:59, Open: false +1 e Apply filter @

fter 1 DateFrom: 08.05.2022 00:00, DateTo: 10.05.2022 23:59, Gpen: false +13 more Apply filter (]

n

4.2 Flokkun & nidurstodum og synileiki dalka.
Eftir ad smellt er 4 hnappinn ,Filter results” “ birtast nidurstédur nedst a sidunni. bu getur notad
Orvar sem visa upp eda nidur til ad flokka og birta valdar nidurstodur.

Alert ID Date ne ¥ Erro Product C Product Nan

DE-X2TBG-LF3K-ZYX-ZE.. 13.04.2022 14:31 A2 95413800000504 Test Product 504
DE-X2TBG-LF3K-ZYX-ZE.. 13.04.2022 14:31 A2 05413800000504 Test Product 504
DE-X2TBG-LF3K-ZYX-ZE... 13.04.2022 14:31 AZ 95413800000504 Test Product 504
DE-X2TBG-LF3K-ZYX-ZE. 13.04.2022 14:31 A2 95413800000504 Test Product 504
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Med pvi ad smella & tannhjdlid i haegra horni, pa er haegt ad velja ad birta eda fela synilega
dalka.

MAH Serial /f\ F:j Lf; (D)

pad er haegt ad fara a milli birtingar vorunimer og voruheitis i vallista ef valid er ad fela annad

hvort vorunimer eda voruheiti.

Columns order

Date (UTC)
Error

Product Code

Product Name

4.3  Leitad i lista vidvarana
[ leitarglugga er haegt ad sla inn leitarord eda texta. Forritid leitar pa i 6llu gognum 4 skilgreindu

Product Name Product Code

)

timabili.

Time &

13.04.2022 1431 A2 Test Product 504 Janezek & Janeze.

DE-X2TBG-LF3!

1 0

P
A123456 9007710657434 N o @ !

A123456 900771065746342 - [

DE-X2TBG-LF3 13.04.2022 1431 A2 Test Product 504 Janezek & Janeze.

4.4 Nidurhal og prentun
Pad er haegt ad hala nidur leitarnidurstddum sem .xlsx-skra eda prenta ut.

MAH Serial & P & O
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5. Upplysingasida vidvorunar

Til ad fa allar upplysingar um tiltekna vidvorun er smellt 4 blalitada audkenni vidvérunar (Alert
ID) i nidurstodulistanum. b3 birtist ,,Upplysingasida vidvorunar” (Alerts Details Page). Pessi sifa
er sett upp sem samskiptavettvangur og inniheldur nakveema lysingu & vidvoruninni,
inntaksgogn, athugasemdir, beidnir fra hlutadeigandi hagadilum og itarlegar upplysingar um

51

stodu vidvorunar.

Upplysingar um vidvorun
Efst & sidunni birtast upplysingar um vidvorun sem er til skodunar. Flest atridin parfnast ekki

nanari skyringa.
Alert Details

A2

13.04.2022
Test Product 504

900771065746342

Germany

A123456>
230131
True

Attempted Operation

SUPPLIED

Batch Number Mismatch
14:31
95413800000504

plesalers

DE

A123456>

ored Exoir

230131
DE-USER-IQE-0001

National System Single Pack API

Timi sem birtist til haegri vid audkenni vidvorunar, synir pann tima sem lidinn er fra pvi
vidvorunin var stofnud i lyfjaaudkenniskerfinu (NMVS).

Reiturinn ,,Provided batch” inniheldur lotunimer fengid vid skdnnun notanda a strikamerki, en

bad er pekkt.

,Stored batch” inniheldur upplysingar um lotunimerid sem er geymt i lyfjaaudkenniskerfinu, ef
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Reiturinn ,,Provided expiry” synir fyrningardagsetningu vid skdnnun notanda a strikamerki, en
,Stored expiry” merkir fyrningardagsetningu sem er vistud i lyfjaaudkenniskerfinu, ef hun er
pekkt.

Rannsokn notanda

[ svaedid sem aetlad er fyrir upplysingar ur rannsékn notanda (End User Inspection), getur
notandi veitt nanari upplysingar um vidvorunina. Lyfjaaudkenni (NMVO) getur einnig breytt
upplysingum i pessum reit i kjolfar samskipta vid notanda eftir 5drum leidum. Markadsleyfishafi
eda Lyfjastofnun hafa lesadgang ad pessu svaedi en geta ekki breytt gognum. Upplysingar um
heimilisfang notandans eru ekki synilegar markadsleyfishafa.

End User DE-USER-IQE-0001 Open 0 X

Level 1 Investigation

Technical Error Procedural Error Pack Returned Other
Actions
& nform nmvo
Status change
o Open ( active) Under investigation
Comment
Tes{

> o EE

Notendur geta veitt upplysingar med pvi ad smella 4 gatreitina a sidunni, skra athugasemdir,
hengja vid skjol eda taka mynd af pakkanum med pvi ad nota vefmyndavél i glugga notanda.
Stadfesting med ,,Vista” (Save) hnappi baetir pessum upplysingum vid skra yfir adgerdir (sja kafla
5.7).

Notandi skal:

o Merkja vid reitinn ,, Teeknileg villa“ (Technical Error) pegar haegt er ad stadfesta ad orsok
vidvorunar var taeknilegt vandamal hja notanda, p.e.a.s. vandamal med skannabunad
eda hugbunad notanda.

o Merkja vid reitinn ,,Villa i framkvaemd“ (Procedural Error) pegar notandi getur stadfest
orsok vidvorunar var villa vid framkvaemd skénnunar, t.d. sami pakki var skannadur of
oft, tilraun var gerd til ad framkveema adgerd sem ekki var heimil o.s.frv.

e Merkja vid reitinn ,,Pakka skilad“ (Pack Returned) pegar pakkning hefur verid
endursend til heildsala.
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e Merkja vid reitinn ,,Annad“ (Other) og skra athugasemd i textareitinn ef notandi éskar
eftir ad koma 6drum upplysingum a framfzeri til hagadila. betta geeti t.d. verid
stadfesting pess efnis ad orsok villu sé ekki ad finna hja notanda.

e Merkja vid reitinn | skodun (Under Investigation) pegar notandi hefur skrad nanari

upplysingar og sinar athugasemdir.

e  Merkja vid reitinn ,, Tilkynna Lyfjaaudkenni“ (Inform NMVO) til ad senda tilkynningu i
tolvuposti til Lyfjaaudkennis og upplysa um adgerdir notanda.

Hnappurinn ,Find Related Alerts” birtir skilyrdi fyrir leit og siun svipadra vidvarana.

Select parameters to search for related alerts

Product Code

Batch ID

Stored Batch
Serial Number

Location ID

Market

Source Market

Manual Entry

Business Process

93837500000001

nh1851
SN1234567
DE-USER-IQE-0001

Germany

True v

Nidurstodur leitar (Search) birtast i 6drum flipa og par sjast allar vidvaranir sem uppfylla

tilgreind leitarskilyrdi.

Rannsokn Lyfjaaudkennis (NMVO)

betta er svadid par sem Lyfjaaudkenni skrdir nidurstodur rannsdknar, breytir stédu vidvorunar,
t.d. loka vidvoruninni eda baeta vid athugasemd. Notandi ekki breytt neinum upplysingum hér.
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><

MVS Technical Erro

NMVO Actions

Origin

Status change

Comment

AMS HUB Reason

Reitir sem eingdngu eru aetladir fyrir Lyfjaaudkenni (NMVO).
Lyfjaaudkenni skal:

Merkja vid reitinn , Teeknileg villa“ (Technical Error) pegar haegt er ad stadfesta ad orsok
vidvorunar var taeknilegt vandamal hja i lyfjaaudkenniskerfinu eda Evrépsku
lyfjagattinni.

Merkja vid reitinn ,,Villa i framkvaemd” (Procedural Error) pegar orsdk vidvérunar var
villa i adgerd i lyfjaaudkenniskerfinu.

Merkja vid reitinn i skodun“ (Under Investigation) pegar Lyfjaaudkenni hefur lokid
rannsokn og 6skad er eftir ad adrir hagadilar taki vid rannsékn vidvorunar.

Merkja vid reitinn ,,Lokid“ (Closed) pegar buid er ad greina orsok vidvorunar og
stadfesting pess efnis fengin fra hagadilum. Stada vidvorunar breytist i ,Lokid” (Closed).
Merkja vid reitinn , Tilkynna“ (Escalated) pegar grunur um er um lyfjafélsun sem parf ad
tilkynna Lyfjastofnun.

Merkja vid reitinn ,,Upplysa notanda” (Inform End-user) og upplysa MLH (Inform MAH)
ef senda 4 tilkynningu til pessara hagadila.

Merkja vid reitinn , Tilkynna Lyfjastofnun“ (Inform NCA). bessi adgerd sendir tilkynningu
i tolvupdsti til Lyfjastofnunar.

Rannsokn markadsleyfishafa (MAH)

betta er svadid par sem markadsleyfishafi (MAH) skrdir nidurstodur, breytir stédu vidvorunar,
t.d. loka vidvoruninni eda beetir vid athugasemd. Adeins markadsleyfishafi getur breytt
upplysingum hér.
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MAH Closed C

><

Findings

ACTIONS

Origin AMS HUB Reason

Status change

Comment

Einungis markadsleyfishafi getur skrdd og breytt upplysingum & pessu svaedi.

Markadsleyfishafi skal:

e Merkja vid reitinn reitinn ,{ skodun“ (Under Investigation) pegar hann hefur lokid
rannsokn an pess ad geta stadfest orsok vidvorunar ad svo stéddu.

e Merkja vid reitinn , Tilkynna“ (Escalated) pegar grunur er um lyfjafélsun.

e Merkja vid reitinn ,,Lokid“ (Closed) pegar lausn er fundin & orsok vidvorunar og
adgerdir til drbdta eru hafnar eda markadsleyfishafi getur Gtilokad ad orsok
vidvorunar sé hja honum. Stada vidvorunar breytist i ,,Lokid” (Closed).

e Nota reitinn ,,Beidni um mynd af pakkningu” (Ask for pack photo) pegar 6skad er
eftir mynd af pakkningu. Med pvi ad merkja i reitinn er sendur télvupdstur til
notanda og hann bedinn um ad hala upp mynd af pakkanum.

e Nota reitinn ,,Oska eftir ad pakkning verdi endursend” (Request return of pack)
begar dskad er eftir ad pakkningunni sé skilad. Med pvi ad merkja i reitinn er sendur
tolvupostur til notanda og vidkomandi bedin(n) um ad endursenda pakkninguna til
markadsleyfishafa eda heildsala markadsleyfishafa.

e Nota reitinn ,Upplysa Lyfjaaudkenni“ (Inform NMVO) pbegar markadsleyfishafi vill
senda skilabod i télvupdsti til lyfjaaudkennisfélagsins.

Adild lyfjastofnunar

begar merkt er vid reitinn , Tilkynna” (Escalated) eru send skilabod til viskomandi lyfjastofnunar
sem lyfjaaudkennisfélagid hefur stofnad i kerfinu.

Einungis vidkomandi lyfjastofnun getur bzett vid upplysingum i pennan hluta.
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NCA NCAFTW v

Actions
nform NMV nform MAH Inform End Use! NCA Involved in Inspection

AMS HUB Reason
Status change

Comment

5.6 Skra yfir adgerdir
Allar feerslur og adgerdir a upplysingasidu vidvorunar eru skrddar nedst a siduna og peer er haegt ad
skoda eda prenta eftir porfum.

Action Log

End-user 10.05.2022 16:17

1 20221617
End-user 0.05.2022 16;

wment: Goodbye

10.05.2022 16:1
End-user 0.05.2022 16:16

5.7  Tengilidir
Hér er ad finna naudsynlegar upplysingar um Lyfjaaukenni, Lyfjastofnun og hlutadeigandi
markadsleyfishafa (MAH).

6. Stada vidvorunar

6.1  Stadavidvorunar hja notanda

Haegt er ad breyta stodu vidvorunar hja notanda eda hja Lyfjaaudkenni. Lyfjaaudkenni getur breytt st6du
vidvorunar ut fra upplysingum sem berast fra notanda eftir 66rum leiGum (ekki med adstod NMVS
Alerts).

Opin (Open) - betta er grunnstada. Taknar ad notandi hafi ekki enn rannsakad vidvorun.
i skodun (Under Investigation)— bessi stada taknar ad notandi hafi rannsakad hugsanlega orsok
vidvorunar og uppfaert naudsynlegar upplysingar i sidunni til samraemis vid nidurstédu rannséknar.

6.2  Stadavidvorunar hja Lyfjaaudkenni (NMVO level)
Einungis Lyfjaaudkenni getur breytt st6du vidvorunar i reitum a pessu stad.
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Opin (Open) - betta er grunnstada. Taknar ad Lyfjaaudkenni hafi ekki enn rannsakad vidvorun.

Lokud (Closed) — bessi stada taknar ad Lyfjaaudkenni hafi rannsakad orsok vidvoérunar og stadfest orsok
hennar. Orsokin var af taeknilegum dstaedum eda vegna adgerda hja notanda eda markadsleyfishafa.
Notandi getur reynt ad afhenda lyfjapakkninguna aftur, ef vid a.

i skodun (Under Investigation) -Lyfjaaudkenni hefur hafid rannsékn vidvérunar og uppfaert upplysingar
en grunnorsok vidvorunar er dpekkt.

Tilkynnt (Escalated) — Lyfjaaudkenni hefur, i samstarfi vid adra hagadila, rannsakad vidvorun og
nidurstadan er stadfestur grunur um lyfjafolsun og kallad er eftir abkomu Lyfjastofnunar ad
aframhaldandi rannsoékn.

6.3  Stada vidvorunar hja markadsleyfishafa (MAH level)
Einungis markadsleyfishafi getur breytt st6du vidvorunar i reitum 4 pessu stad.

Opin (Open) - betta er grunnstada. Taknar ad markadsleyfishafi hafi ekki enn rannsakad vidvorun.
Lokud (Closed) — bessi stada taknar ad markadsleyfishafi hafi rannsakad orsok vidvorunar og telur hana
vera hja markadsleyfishafa eda hefur Utilokad orsok hja markadsleyfishafa.

i skodun (Under Investigation) - Markadsleyfishafi hefur hafid rannsékn vidvérunar og uppfaert
upplysingar en grunnorsok vidvorunar er dpekkt)

Tilkynnt (Escalated) —Markadsleyfishafi hefur rannsakad vidvérun um nidurstadan er stadfestur grunur
um lyfjafélsun.

7. Stillingar

7.1  Stillingar notanda
i stillingum notanda (Account Settings) er haegt ad skra og breyta eftirfarandi upplysingum:

e Fornafn og eftirnafn. Notad til ad audkenna notanda.

e Syna netfang og simanumer atlad fyrir samskipti vegna vidvarana. Upplysingarnar verda ad
tilheyra tiltekinni starfsst6d og geta ekki verid mismunandi fyrir mismunandi notendur & sému
starfsstod.

o Lykilord. Lykilord verdur ad vera naegjanlega sterkt (ad lagmarki 8 stafir par sem amk. 3 stafir eru
blanda af hasstofum, lagstofum, télustéfum og taknum).

e Birta nafn pess sem framkvaemir breytinga i skra yfir adgerdir a viokomandi starfsst6d. N6fn
notenda birtast eingéngu i umhverfi starfsstédvarinnar.

Action Log

. 05.2022 17
enduser-ige@nmvs-alerts.com / End-user 1005202219

enduser-ige@nmvs-alerts.com / End-user Tae20221617
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Fa tilkynningar i tolvupdsti. Notandi getur valid ad fa ekki tilkynningar vegna viévérunar i
tolvupdsti fra kerfinu pegar paer eru sendar til annarra adila.

Virkja tveggjapatta audkenningu — Notandi getur virkjad/ovirkjad tveggjapatta audkenningu. b3
er notandi bedinn um ad stadfesta innskraningu i forritid med innsleetti kdda sem sendur er a
netfang notanda.
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8. Vidauki: Skilgreiningar og upplysingar um algengar orsakir vidvarana.
Unnid ur skjali EMVO; EMVO_0382_EMVS Alerts and Notifications.

#A1: Product Not Found: Vorunimer lyfs (product code) er ekki til i lyfjaaudkennisgrunni Evropu;
6bekkt vorunumer. Ath. bessi tegund vidvorunar er ekki aframsend til Lyfjaaudkennis eda til Evropsku gattarinnar.

#A2: Batch ID Unknown: Lotuntimerid ekki skrad i lyfjaaudkennisgruninn (OBP er framleidandi lyfs)

#A2: Batch Not Found

Description: Indicates that the supplied batch number is unknown. This exception may occur in the
European Hub when a National System performs an Inter-Market-Transaction (IMT)
request or when an On-Boarding-Partner (OBP) performs a request. In this second case,
the alert may be received by a different OBP than the one that initiated the transaction?.
This exception can also occur in a National System when an attempt is made to recall or
update an unknown batch. However, the National System does not create an alert

notification.
Events: e Anend-user performs a single pack request and tries to:
o  Verify a pack,
o  Mark a pack as supplied,
o Decommission a pack for another reason, or
o Reactivate a decommissioned pack
and

o  The product code is not found in the National System but is found in
the European Hub (via IMT), but the batch identifier is not found in
the European Hub, or

o  The product code is found in the National System but the batch
identifier is not found in the National System or the European Hub
(via IMT)2.

e  An OBP tries to:
o Verify one or more unique identifiers, or
o  Update the state of one or more packs, or
o  Update product pack data
and
o  The product code is found in the European Hub, but the batch
identifier is not found in the European Hub.
Root causes: e The pack may be falsified.
e The manufacturer may have failed to upload the product pack data to the
European Hub.
e Scanner or client system software may not function correctly.
e Auser may have manually entered an incorrect batch identifier.

e  The manufacturer may have printed the unique identifier incorrectly.

Escalated to NMVO: Yes, if the transaction is initiated in a National System.
Sent to European Hub: Yes, if the transaction is initiated in a National System.
Escalated to OBP: Yes

11n case an OBP with the parallel distributor role tries to execute an operation and the European Hub does not have the
information about the batch.

17
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#A2: Batch Not Found

Escalated to EMVO:

| Yes
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#A3: Pack Not Found: Radnimer pakkningar finnst ekki i lyfjaaudkennisgrunninum.

#A3: Pack Not Found

Description: Indicates that the supplied serial number cannot be found. This exception can only occur in a
National System. It can occur when an attempt is made to verify a unique identifier or to update
the state of a pack.

The exception only occurs if the product code exists within the EMVS.

Events: e Anend-user tries to:

o  Verify a pack,

o Mark a pack as supplied,

o Decommission a pack for another reason, or

o Reactivate a decommissioned pack

and

o  The product code and batch identifier (if provided) are found in the National
System but the serial number is not found, or

o  The product code is not found in the National System but is found in the
European Hub (via IMT) together with the batch identifier, but the serial
number is not found in another National System.

e  An OBP tries to:
o  Verify one or more unique identifiers, or
o Update the state of one or more packs
and
o  The product code is found in the European Hub together with the batch
identifier but the serial number is not found in another National System.

Root causes:

e The pack may be falsified.

e  The manufacturer may have failed to upload the pack data to the European Hub.

e  The European Hub may have been unable to upload the pack data to any National
System.

e Scanner or client system software may not function correctly.

e Auser may have manually entered an incorrect pack serial number.

e  The pack may have expired more than 12 months previously, or a period greater than
five years may have elapsed after the product has been released for sale or distribution,
whichever is the longer period, and the pack identifier has been removed from the
EMVS.

Escalated to NMVO: Yes
Sent to European Hub: | Yes
Escalated to OBP: Yes
Escalated to EMVO: Yes
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#A7: Pack Already in Requested State: Tilraun til ad breyta stodu pakkningar mistdokst pvi htin er pegar
i umbedinni st6du i grunninum.

#A7: Pack Already In Requested State

Description: Indicates that an attempt has been made to change the state of a pack when the pack
is already in that state (the same as the requested one). If the National System
determines that the attempt is suspicious based on rules defined by the stakeholders,
it raises an alert.

Events: e Anend-user tries to mark a pack as supplied and:

o  The pack that was previously supplied at another location, or
o  Too many requests have been made to mark the same pack as
supplieds3.

e An OBP, end-user tries to decommission a pack for any other reason than
marking it as supplied and the pack identifier is already decommissioned
and in the same state.

e An OBP tries to mark a pack as supplied and that pack was previously
supplied by another OBP, wholesaler or pharmacist.

Root causes:

e The pack may be falsified.

e The pack was previously marked as supplied at another location. This may
be in the same market, or in another market.

e A pharmacy requests that a pack is marked as supplied too many times at
the same location.

e  The pack identifier was previously decommissioned for any reason, and
another attempt was made to decommission it.

Escalated to NMVO: Yes
Sent to European Hub: Yes
Escalated to OBP: Yes
Escalated to EMVO: Yes

3 The system supports multiple dispense requests for a single pack at a single location in order to cater for scenarios where a
pack is part-dispensed (e.g., pack-splitting or dispense form bulk). The threshold value for so-called ‘double dispense’ is set at
the market level. A pharmacist may mark the same pack as dispensed multiple times at the same location up to this threshold.
It is only ever necessary to mark a pack as supplied once. An alert is only raised if too many attempts to dispense it are
detected.
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#A24: Status Change Could Not be Performed: Ekki haegt ad breyta stodu pakkningar.

#A24: Status Change Could Not Be Performed?

Description: Indicates that an attempt has been made to change the state of a pack when the
pack is in another state. If the National System determines that the attempt is
suspicious based on rules defined by the stakeholders, it raises an alert.

Suspicious activities include attempts to:
e  Mark a pack as supplied when the unique identifier is decommissioned.
e  Decommission a unique identifier for a pack that is marked as supplied.

If an attempt is made to reactivate a pack which was previously marked as
destroyed or stolen, the National System does not treat this as suspicious, and no
alert is raised.

Events: e  An OBP, end-user tries to mark a pack as supplied and the pack is currently
decommissioned for any other reason than marking it as supplied.

e  An OBP, end-user tries to decommission a pack
for any other reason than marking it as supplied and the pack is currently
marked as supplied.

e  An OBP, end-user tries to decommission a pack that is already
decommissioned to a different state.

Root causes: e The pack may be falsified.

e Anincorrect attempt was made to decommission a pack identifier for a
pack that is already marked as supplied.

e Anincorrect attempt was made to supply a pack whose identifier has
already been decommissioned.

Escalated to NMVO: Yes
Sent to European Hub: Yes
Escalated to OBP: Yes
Escalated to EMVO: Yes

4 Not all status change that result in an #A24 may raise an alert. In case a pack change is not allowed because the pack change is
simply not defined in the URS as possible, the operation shall not trigger an alert. This can be exemplified by the event where
an attempt to reactivate a stolen pack is initiated.
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#A52: Expiry Date Mismatch: Osamraemi i dagsetningu fyrningar og skradri dagsetningu i Evrépsku
gattinni.

| #A52: Expiry Date Mismatch Alert |
Description: Indicates that the supplied expiry date does not match the expiry date recorded in the EMVS
for the given batch identifier. This exception generally occurs in a National System when an
attempt is made to verify a unique identifier or to update the state of a pack.
It should be noted that for this alert to be raised, the national system must hold the
information of the combination of the product code and serial number.
Events: e Anend-user tries to:
o  Verify a pack,
o Mark a pack as supplied,
o  Decommission a pack for another reason, or
o  Reactivate a decommissioned pack

o  The expiry date reported to the National System does not match the expiry date
recorded in the EMVS for the batch.

e  An OBP tries to:
o  Verify one or more unique identifiers, or
o  Update the state of one or more packs
and
o  The expiry date reported to the European Hub does not exact match the expiry
date recorded for the batch. This test is performed by a National System.
Root causes: e  The pack may be falsified.
e The manufacturer may have uploaded incorrect pack details to the European Hub.
e The manufacturer may have printed incorrect pack identifier data in the 2D barcode.
e The manufacturer may have printed incorrect pack identifier data in human-readable
format.
e Scanner or client system software may not function correctly.

e Auser may have manually entered an incorrect expiry date.
Escalated to NMVO: Yes

Sent to European Yes
Hub:

Escalated to OBP: Yes
Escalated to EMVO: Yes

5 The system reports a mismatch whenever the expiry date provided by the client system fails to match the expiry date
recorded by the EMVS. This alert does not indicate that the pack has expired. According to the URS, if the pack has been ‘re-
lifed’, the system will check the original expiry date. However, at the time of writing, no explicit functionality has been specified
or implemented in the European Hub to support re-lifing of packs.
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# A68: Batch Number Mismatch: Osamraemi i lotuntimeri og skradu lotuntmeri i Evrépsku gattinni.

#A68: Batch Number Mismatch

Description: Indicates that the supplied batch (lot) identifier does not match the batch identifier recorded
in the EMVS for the given product code and serial number. This exception can only occur in a
National System when an attempt is made to verify a unique identifier or to update the state
of a pack. In the case of a bulk-of-pack transaction, separate exceptions are generated for
each unique identifier in the request. It should be noted that for this alert to be raised, the
national system must hold the information of the combination of the product code and serial
number.

Events: e  Anend-user tries to:

o  Verify a pack,

o Mark a pack as supplied,

o  Decommission a pack for another reason, or

o  Reactivate a decommissioned pack

and
o  The batch (lot) identifier reported to the National System does not match
the batch (lot) identifier recorded in the EMVS for the same product code
and serial number.

e  An OBP tries to:
o Verify one or more unique identifiers, or
o  Update the state of one or more packs
and
o  The batch (lot) identifier reported to the European Hub does not match
the batch (lot) identifier recorded in a National System for the same
product code and serial number.
Root causes: e  The pack may be falsified.
e  The manufacturer may have uploaded incorrect pack details to the European Hub.
e  The manufacturer may have printed incorrect pack identifier data in the 2D
barcode.
e  The manufacturer may have printed incorrect pack identifier data in human-
readable format.
e  Scanner or client system software may not function correctly.

e  Auser may have manually entered an incorrect batch ID.®
e Inthe event the operation is initiated by an OBP, a data integrity issue may exist in
one of the systems.

Escalated to NMVO: Yes
Sent to European Hub: Yes
Escalated to OBP: Yes
Escalated to EMVO: Yes

6 In manual data entry scenarios, users need only enter the product code and serial number. However, the National System will
validate the batch identifier and expiry date if they are provided.
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