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SOOL - Slovenska organizacia pre
overovanie liekov

SMVO - Slovak Medicines Verification Organisation
(AIFP, GENAS, SLeK, AVEL)

[ ]
o
1
: . ]
[ ]
Slovenska organizacii pre overovanie liekov

Predstavitelia SOOL:

Ing. Roman Guba — vykonny riaditel

MUDr. Miroslav Lednar — predseda predstavenstva

PharmDr. Michaela Palagyi, PhD. — podpredseda predstavenstva
Mgr. Tomas Turiak - ¢len predstavenstva

RNDr. Jozef Pospisil — ¢len predstavenstva
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zitelia rozhodnutia o registracii
lieku (MAH)

Sucasny predpoklad -

vaOéet Y4 EMVO Annual cost for full operation in
European Medicines Verification Slovakia - estimate

predpokladaného poctu i@ﬁt
MAH:
250

Share: 1%

NM\.r'Ocﬂst As per system size 3
]"]'ﬂ kE

System cost Average of IT service providers' offers
1 854 kE

Total: 2 664 kE —l Flat fee model (282 MAH)

Annualfeeper MAH: 9.5 k£

2019-20: € 7 500 - 8000 /
MAH na rok

¥ 00O [
H:BIIIIII DﬁﬂDDD

2021+ :€3500-4000/
MAH na rok
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Drzitelia rozhodnutia o registracii
lieku (MAH)

 Pocet drZitelov 8/2017 ( SUKL) zastupenie v SR: 367

— Odporucanie MAH — kontrola poctu MAH a korekcia chyb v diakritike
smerom na SUKL ( databdza), kontaktné udaje (?) — fakturdcia SOOL

* Povinnosti drzitelov rozhodnuti o registracii liekov financovat
systém pre overenie pravosti liekov

* novelizacia zakona 362/2011 — predpokladand ucinnost
3/2018 — sucasné navrhované znenie v MPK (priprava,
spoluprdaca so SOOL !!!)

§ 60 ods. 1 sa doplfia pismenami ag) a ah), ktoré zmneju:

.ag) bvt &lenom neziskove] pravnickej osobv, ktord zriaduje a spravuje registracnv
systém, 8d)
ah) dodr#avat povinnosti, ktoré mu vvplivajii z osobitného predpisu.21)™.

Pommamka pod ¢iarou k legislativinemu odkazu 56d) znie:
-26d) Clankw 31 aZ 39 delegovaného nariadenia Komisie (EU) 2016/1617

SHRHP Slovenskd asociacia spoloénosti v oblasti liekovej regulacie .
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POZOR — MAH s vyrobou |

i ~ | Nazow ~ |Stat T |Mesto Adresa
326|UNIMED PHARMA spol. s.r.o. SK Bratislava OrieEkova 11
327|UNIMED PHARMA s.r.o. SK Bratislava Orietkova 11
32B|Pharmacenter Slovakia s.r.o. 5K Bratislava Kremnicka 26
329|Takeda Pharmaceuticals Slovakia s.r|SK Bratislava Plynarenska 76
330|TEVA Pharmaceuticals Slovakia s.r.o.[SK Bratislava Teslova 26
331|NETPHARMA, s.r.o. SK Keimaraok Priekopa 1915/ 55A
332|5%aneca Pharmaceuticals a.s. SK Hlohovec Mitrianska 100
333|MEDIGROUP =.r.o. SK Bratislava Miynske Nivy 54
334|BIOMIN a.s. 5K Cifer Potofna 1/1
335|Farmia, s.r.o. SK Stirovo Hlavna 49/165
336|sanofi-aventis Slovakia s.r.o. SK Bratislava Einsteinova 24
337|Chiesi Slovakia s.r.o. 5K Bratislava Sulekova 14
338 |Meda Pharma spol.s.r.o. SK Bratislava Trnavska cesta 50
339|TS Pharma s.r.0. 5K Banska Bystrica Lazovna 68
30| Baxter Slovakia s.r.o. 5K Bratislava Dabravska cesta 2
341|G.V.Pharma, a.s. SK Hlohovec Stdrova 55
342 | GALVEY, spol. s r.o. SK Banska Bystrica legorovova 37
343 |Evopharm s.r.o. 5K Bratislava Vysehradska 12
34| CANDE s.r.o. SK PieEtany E. Bellusa 6752/4
345 |VIVAY EurgAsia s.r.o. SK Bratislava Karloveske rameno 6
346|Vivax Pharmaceuticals, s.r.o SK Povaizka Bystrica Moyzesova 868
347|Zentiva a.s. SK Bratislava Einsteinova 24
348 |Roche Slovensko, s.r.0. 5K Bratislava Cintorinska 3/A
349 | AGEPHA Pharma s.r.o. 5K Senec Dial'niéna cesta 5
350|Merck spol. s.r.0. 5K Bratislava Dvofakovo nabreiie 4
351|Exeltis Slovakia s.r.o. SK Bratislava Prievozska 40
352|BGP Products s.r.o. 5K Bratislava KaradZifova 10
353 |VULM s.r.o. SK Bratislava Tuhovska 18
354|Pharmevid s.r.o. SK Bratislava Kremnicka 26
355|BELUPO, s.r.o. SK Bratislava Cukrova 14
356|IBSA Slovakia s.r.o. SK Bratislava Mytna 42
357 |BIODRUG s5.r.0. 5K Bratislava Bofeny Némcovej B
358|Bayer, spol.sr.o. 5K Bratislava Karadiifova 2
359 |Novartis Slovakia s.r.o. Sk Bratislava Galvaniho 15/4
360|Ewopharma International, s.r.o. SK Bratislava Hlavna 13
361|AbbVie s.r.0. 5K Bratislava 2 KaradZifova 10
362 | LADEEPHARMA Slovakia s.r.o. SK Bratislava Prievozska 40
363 |sanofi-aventis Slovakia s.r.o. SK Bratislava Zilinska 7-9
364 | IMUNA PHARM, a.s. SK Sarifské Michalany Jarkova 269/17
365|lohnson & lohnson, s.r.o. 5K Bratislava Karadiitova 12
366 | GlaxaSmithKline Slovakia s.r.o. SK Bratislava Galvaniho 7/4

67|FERRING Slovakia s.r.o. SK Bratislava Galvaniho 7/D
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Europska Komisia
,Otazky a odpovede” verzia 7

EUROPEAMN COMMISSION

m DIRECTORATE-GEMERAL FOR HEALTH AMD FOOD SAFETY

Health systems and prochscts 2D matrix kody sa nevyzaduju pre:

Medical products — quality. safety and innovation

SAFETY FEATURES FOR MEDICTNAL PRODUCTS FOR HUMAN USE

QI TESTINS AND ANSWERS

VErsIon T
Diocument history: -
Diate of submiszsion of draft to the Member 5ate Expent June and November 2014,
groap on the safery feamures:' March 2017
Dtz of publication: Jume 2017
Diate of eniry into force MA
Supersedes: Version 5

QicAs 115, 114,214, 215,
%) 3 s 4 T1
Chanpes compared to supersedsd version: Ednl-;d:-‘“ and 713 were
Q&A1834.4353. 711 and
2.1 were revisad

Important notice: The views expressed m this questons and answers decument are not
lepally binding. Ultmately, enly the Eoropean Court of Tostice can give an muthomtative
mterpretation of Union law

Thiz documents sets out Fequently-asked 'question: and answers' regarding the
mplementation of the rules oo the safery feanmes for medicinal products for buman se.

Q 1.4: Lieky viazané na predpis
uvedené v Prilohe 1, Nariadenia
2016/161

Q 1.4: OTC lieky ( okrem
uvedenych v Prilohe 2,
Nariadenia 2016/161)

Q 1.6: Neregistrované lieky,
ktoré su predmetom klinickych
stadii

These mles are enshrined in Articles 47a, $4{0) and 54a of Directive 2001/283EC, and m
the Commission Delegated Ragulation (ELT) Na 201671617

SHBH Slovenskd asociécia spoloénosti v oblasti liekovej regulacie
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CMD (h) — implementacia ,, otazky a odpovede”

Co-ordination Group for Mutual Recognition
and Decentralised Procedures = Human

CMDh clarifications on questions received on the implementation
of the Falsified Medicines Directive

Doc. Ref: CMDh/357/2017
February 2017

Question 6 :

Can the safety feature already be implemented betore approval of the respective varation?

Answer:

The notification of the implementation of safety features is regarded as a confirmation that
they will be mmplemented in the legal timeframe. The CMDh therefore agreed that the
immplementation can take place before approval (independent of the procedure with which 1t 1s
notified) in line with the process for type IA varations, provided that no other changes are
made on the mock-ups at the same time and it has no impact on the overall readability of the
mock-up . The MAHSs still have to notify the relevant NCAs within the legal timeframe. CMDh
recommends to submit the respective variations as early as possible. (see CMDh minutes of
January 2017). Please read also question 5 for specific national recommendations.

SHRH Slovenskd asociécia spoloénosti v oblasti liekovej regulacie
Slovak Association of Regulatory Affairs Professionals
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NARODNE
rozhodnutia o registracii lieku

CMD

ation Group for Mutual Recogniticn
niralised Procedures — Human

Implementation plan for the introduction of the safety features on
the packaging of nationally authorised medicinal products for
human use

Doc. Ref: CMDh/345/2016
February 2016

NOTE: The inclusion of information relating to safety features in the QRD product information template
does not, in itself, indicate that the safety features have been actually implemented on the packaging placed
on the market, rather that the product information has been updated to confirm that the safety features will
be implemented on the marketed pack in line with the provisions of the Delegated Regulation.

In case there are additional amendments introduced in the updated QRD template these may not be included
in any type IA variation, instead a type IB or type II variation of the C-category of the Classification
Guideline should be used, see Q/A variations 3.16.

The end of procedure for the above procedures should fall within the 3 years period following the
publication of the revised QRD template and shall occur no later than the 9™ of February 2019.

SHBH Slovenskd asociécia spoloénosti v oblasti liekovej regulacie 13
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4

CENTRALIZOVANE
rozhodnutia o registracii lieku

O

EUROPEAN MEDICIMNES AGENCY
SCIEMNCGCE ME DI C 1N ES H E A L T H

29 June 2017
EMALSFSSS5ES82/ 201 rew. 2
Hurman Medicines Evaluation Dhiwvision

Implementation plan for thhe introduction of the safety

features on the packaging of centrally authorised
medicimal products for human use

The CHMP opinion or EMA notification for the above procedures should fall within the 3 years

period following the publication of the revised QRD template and shall occur no later than 9th
of February 2019.

The notification of the implementation of safety features is regarded as a confirmation that they will be
implemented within the legal timeframe. The implementation can take place before approval
(independent of the procedure with which it is notified) in line with the process for type IA variations,
provided that no other changes are made on the mock-ups at the same time and it has no impact on
the overall readability of the mock-ups. The MAHs still have to notify EMA within the legal timeframe.

sn Slovenskd asociacia spoloénosti v oblasti liekovej regulacie
i EN

Slovak Association of Regulatory Affairs Professionals
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SOOL

Slovenska organizacii pre overovanie liekov

Roman Guba, SARAP konferencia, 2.10.2017
Bratislava



SOOL hlavné ciele

* Cielom zalozenia zdruzenia je s ohladom na Smernicu

2001/83/ES, Smernicu 2011/62/EU a Delegované nariadenie
2016/161

— vyvinut
— implementovat a

— prevadzkovat

efektivny systém overovania pravosti liekov v Slovenskej
republike

SHRHP Slovenska asociacia spoloénosti v oblasti liekovej regulacie T
Slovak Association of Regulatory Affairs Professionals



- SOOI

Ciel"

- vytvorenie komplexného ramca pre implementaciu Smernice
2011/62/EU, ktory bude uréovat, okrem iného:

- pristup k udajom,

- podmienky kontroly a prevadzkové pravidla Narodného
registra, ktory bude prepojeny s Centralou a ostatnymi
Narodnymi registrami v ramci ¢lenskych $tatov EU,

- vytvorenie registracného systému, pricom v ramci tejto
platformy si budd moct ucastnici liekového retazca overit
pravost kazdého lieku

SHRHP Slovenska asociacia spoloénosti v oblasti liekovej regulacie 18
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Pharmaceutical
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System
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Source: https://emvo-medicines.eu/about-emvo/european-medicines-verification-system/



2 2yl SOOI
Zakladna myslienka statusu =
balenia lieku v NMVS

Exported “w\\\
Checked

Supplied

(Dispensed) Out
Export

_ Dispense —

Check Out
Undo
u ndo Export
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Undo Destroy Free Sample
Undo Lock \
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Legend 5

O Active states Locked

O Imactive states
@ Terminal inactive states



Zakladnv proces a hlavni hraéi
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Upload
1. Products
m 2. Packs
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Service provider - ARVATO - SOOI

- vybrany FMD pracovnou skupinou pre vybudovanie a prevadzkovanie systému v SK

arvato

BERTELSMANN

NATIONAL VERIFICATION SYSTEMS COMPANY SOLUTION

Selected BluePrint Provider by EMVO

Expertise by pilot project securPharm since 2012 ol L
dhe Phamaceutical — p—

CMOs Manufacturer

;f stes e e
arvato CSDB

Distributor
Global Sarislization Solution

securPharmn
(Germany)

:‘%& ~ Manage Serialization Processes
on company level (MAH)

Wholesaler

» Connect to all relevant markets




Slovenska organizacii pre overovanie liekov

EMVS komponenty a ich vlastnictvo

Manufacturer

System

Vlastnik = Vyrobca lieku

Manufacturer
Interface

Nat’l System
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Parallel
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Interface
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Tok dat v EMVS systéme
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SOOIS™

Slovenska organizacii pre overovanie liekov

Komplexna siet’ zainteresovanych stran sa musi naucit
spolupracovat, ak ma byt system verifikacie funkcny a
vcas implementovany

EMVO .
iti ! Authorities Legend
Authorities EU Hub

Stakeholder &
Autha_r'rties approve new Authorities define their needs
serialized medicaments Arvato uses the EU Hub concerning the data to provided Stakeholder B

to download product/pack data;
MAHSs use the EU Hub Arvato implements changes of StEkf-‘thdkELB I?je pends
: on stakeholder A
to upload their the URS NMVO
CMOs product/pack data

' NMVO defines specific requirements
(e.g. needs of the authorities)

The CMOs have to prepare
their production for

serialization.
U Y MAHs use the NMVS (data
MAHs @— analysis) |
| Software suppliers depend
Wholesalers use
Wholesalers recaive the NMVS Parallel distributors D”t::‘rf"atofio adapﬂ?”ﬁ”‘m
medicaments from the MAHs use the NMVS eir software products
-~ V/p;m||E| distributors receive Parillel Pharmacies use Soft
Wholesalers medicaments from the E—— the NMVS
wholesalers IStributor= Suppliers
Pharmacies receive Pharmacies receive | Par. distributors use the EU Hub | Pharmacies use the software
medmam;gtl_lssfmm the mEd“ﬁ rr:;ﬁ;t: li;r:zsm the EMVO, T
[ EU Hub suppliers

Pharmacies
-
\%\



Co je potrebné vykonat' zo strany MAHov SOOL¢:
(paralelnych distribatorov)?

Povinnosti MAHov :

« Zaviest serializaciu pre ich produkty (dizajn obalu,
schvalenie regulacnych organov, priprava vyroby,
start vyroby)

* Synchronizovat sa s ich vyrobcami (CMO)
« Synchronizovat sa s ich distributormi

* Nadviazat spojenie s EMVO EU-Hubom a zacat
nahravat udaje produktu a udaje o baleni — plati aj pre
,Paralelnych distributorov*

* PrispOsobit svoje IT systémy pre manipulaciu so
serializovanymi produktami (vr. EU Hub interface) — plati
aj pre ,Paralelnych distributorov*




Co je potrebné vykonat’ zo strany MAHov ?

o
]
. u
]
i ]
S O O L -
Slovenska organizacii pre overovanie liekov

Ako nadviazat spojenie s EMVO EU-Hubom

1. Navstivte EMVO Download Sekciu https://emvo-
medicines.eu/downloads/

2. Prehrajte si tréningové videa: pozri https://emvo-
medicines.eu/home/obp/obp-portal/

e OBP Check-list for contractual On-boarding

e The On-boarding Partner Portal

3. Navstivte EMVO Knowledge Data Base https://emvo-
medicines.eu/fag/ kde sa dozvies viac detailov

Part 1 26 NDA ad paA 47 AcCcess AcCcess Access
S : Approvails fo ITE fo IQE to PRD



https://emvo-medicines.eu/downloads/
https://emvo-medicines.eu/faq/
https://emvo-medicines.eu/home/obp/obp-portal/

o
Co je potrebné vykonat' zo strany distribﬂtorov?SOOL¢'

Vsetci distributori / paralelni distributori musia najma:

* Synchronizovat sa s ich MAHmI

* Prisposobit’ svoje IT systéemy pre manipulaciu so
serializovanymi vyrobkami vratane napojenia na SK
NMVS interface

* Prisposobit svoje procesy na spravovanie produktov so
serializovanymi aj neserializovanymi baleniami v
prechodnom cCase

« Byt pripraveni na dodavky serializovanych baleni
produktov od vsetkych MAHov

* Verifikovat’ dodané produkty a hlasit’ zistené
falzifikaty




ih-
Co je potrebné vykonat' zo strany lekarni? SOOL¢'

Vsetky lekarne (vratane nemocnicnych) musia najma :

« Zosuladit sa so svojimi dodavatelmi lekarenského
softvéru

- Zaviest’ aktualizované IT systémy na skenovanie 2D
serializovanych baleni produktov vratane implementacie
overovacej funkcionality do tychto systemov

* Prihlasit’ sa do systému SK NMVS - SOOL (certifikaty,
pristupove prava atd’.)

 Vyskolit’ svojich zamestnancov na verifikaCny proces

« Byt pripraveni na serializované balenia Siriace sa
prostrednictvom dodavatelského retazca

+ Verifikovat’ vydavaneé produkty a hlasit’ zistene
falzifikaty




o Hh
Co je potrebneé vykonat’ zo strany -
SOOL

Softwarovych dodavatelov?

Vsetci dodavatelia softvéru pre lekarne a distributorov

musia najma :

Rozumiet’' rozhraniu webovych sluzieb NMVS a
Specifikovat pozadované zmeny ich softvérovych
produktov

Naplanovat a rezervovat implementacné kapacity

Implementovat’ a odtestovat’ Specifikované zmeny
svojich softvéerovych produktov

Koordinovat’ zavadzanie novych verzii softvérovych
produktov do lekarni




Co je potrebné vykonat zo strany SOOLu ? SOOL¢'

SOOL bude musiet najma...

. zvosﬁladit’ sa s narodnymi kompetentnymi organmi (MZ SR,
SUKL) na uvedeni FMD do realneho zivota
* podpisat’ zmluvu s ARVATOmM a sledovat jej plnenie

« podpisat’ zmluvu s EMVO, ktora umozni pripojit SK NMVS
na EU HUB

* podpisat’ zmluvy s MAHmMI, ktora umozni verifikaciu jeho
liekov

« koordinovat prace na projekte vratane udrziavania prehladu
pokroku na ulohach vsetkych zainteresovanych stran

* vybudovat' QMS pre NMVS
« Spravovat’ NMVS vratane finanéného krytia NMVS

=g

ermvo

EMVO ON-BOARDING / NMVO ON-BOARDING




9. Februar 2019- Go live —

za menej ako 500 dni
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1. Ukazka procesu verifikacie

Co sa stane pri vydavani Multi-Market (viacjazyéne)
balenia lieku?

(3) EU Hub looks
up in which
other countries
the multi-market
pack would be
dispenseable

(2) Norwegian NMVS informs EU
Hub about dispense of the multi-
market pack

Dispense pack

XYZ/1234
European Hub <
(EMVO)
Dispense pack
Database entries: XYZ/1234
g
XYZ = Multi market
product
X¥¥Z dispenseablein Di k
Norway, Sweden, Finland 1>pense pac
X¥Z/1234
3
7
."ll s
[/

.'Ilafl
(4) EU Hub informs NMVS's in Finland

and Sweden about the dispense of the
multi-market pack somewhere else

=
| | ]

Database entries: /

XYZ = Multi market product

National Repository

XYZ/1234 => Supplied”

-I— National Repository

Database entries:
X¥Z = Multi market product
XYZ/1234 == ,Supplied”

Database entries:

Mational Repository

XYZ = Multi market product

¥¥Z/1234 == ,Supplied”

-~

-

SOOIS™

Slovenska organizacii pre overovanie liekov

(1) Norwegian NMVS sets pack status to
Lsupplied” and detects that XYZ is a
multi-market product.

Dispense pack
X¥Z/1234

Dispense
Product XYZ
Serial Nr 1234

e

(0) Product XYZ is available
Y in Norway, Finland, Sweden

' (5) Finnish and Swedish NMVS's
set pack status to ,supplied”.



2. Ukazka procesu verifikacie

SOOrTA

Slovenska organizacii pre overovanie liekov

Co sa stane pri vydavani Inter-Market balenia?

2) Norwegian NMVS reports dispense to . . (1) Norwegian NMVS cannot find
(2) & . P P National Repository product ABC in its database
EU Hub to check if product/pack is known "
elsewhere Database entries: / Dispense pack
ABC/5678
Dispense pack / *
ABC/S5678 Product ABC unknown ‘
European Hub < -
(EMVO) e
Report back Dispense
(3) EU Hub looks ABC/5678 \\ (6) EU Hub reports back that pack (?} NMVS reports Product ABC
up in which was found in another NMVS R b R Serial Nr 5678
other countries Market Transaction p
the product ABC - o (4) EU Hub forwards dispense information was executed /
is known \ atabase entries: to German NMVS /f

Product ABC Dispense pack
dispenseable in ABC/5678
Germany
Report back
ABC/5678

N National Repository

= | Database entries:

ABC/5678 is dispenseable

ABC/5678 => ,Supplied”

(0) Pack ABC/5678 has
been imported from
Germany to cover a drug
shortage.

(5) German NMVS reports back that pack was found
and that its status has been set to ,Supplied”



3. Ukazka procesu verifikacie SOOL+

Slovenska organizacii pre overovanie liekov

Prebalovanie paralelnym distributorom

" e \ . Wlmlanler MAH {1} Finnish MAH I:E] EU-Hub ) .
P"’ - E E _uploads pack;age upluads package ) National REPBSItOP’F
G data for product A data for product A (NMVS)
(3) Finnish Wholesal A - to EU-Hub to Finnish NMVS
innish Wholesaler
sells some packages of . —> ﬁ
product A to Swedish " i i
Parallel Distribut -
el TR J 2 g™ (8) EU Hub sends
g status updates for
repacked A-packs
{.Checked out”), i.e.
(4) Parallel Distributor re- . serial numbers, to
packages A-packs into product Par. Distr. A Finnish NMVS
B-packs with new serial European Hub National Repository
numbers.” (NMVS)
h > > m
ot N (5) Parallel Distributor - (7) EU Hub sends B- =
. e - uploads A-package data package data with new |
":.-,-_-.’.-"#""f {schecked out”) and B- serial numbers to NMVS
./ package data with new Sweden

batch-id(s) and serial
numbers incl. referenceto  (6) EU Hub saves relationship between A-batches and

original A-batches to EU B-batches in case a later recall of an A-batch should
Hub occur.
Y Important remarks:
a) Both A-packs and B-packs may belong to several different batches but a 1:n relationship between A-batches and B-batches needs to be maintained.
b) it is possible that only @ part of an A-batch is sold to the Parallel Distributor, so other parts may remain in the original country, e.g. Finland.
¢) A cascading process is possible, i.e. the Paralle! Distributor in Sweden might resell some packs of product B to a Parallel Distributor in Norway that repacks them into product C.



Predbezny ¢asovy plan implementacie SOOL SOOL¢1‘.‘

Slovenska organizacii pre overovanie liekov

Feb 9, 2019

Phase 1 Phase 2
Ramp-up stage A
Initialization Eneoteding of
early-bird MAHs
Dec Apr Aug Nov
17 17 18 18 18

Pozn: predbeiny plan, bucde upraveny po podpise zmluvy s ARVATOm
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Slovenska organizacii pre overovanie liekov

Planovanie, detailnejsi pohflad
Phase 1: Initialization

Phase 1

Initialization

Ocakavané vysledky:

Organizacia

Konec€na analyza poziadaviek na Slovensky NMVS bola vykonana
Bolo prijaté hlavné rozhodnutie o plane projektu;

Planovanie je hotove

Dodavatelia softvéru sa zaregistrovali na portali dodavatelov softvéru.
Opis web servisného rozhrania NMVS bol spristupneny dodavatelom
softvéru lekarni a distributorov;

Nové funkcionality

Prvi MAHovia pripravuju vyrobu serializovanych liekov;

Prvi MAHovia su schopni odovzdat udaje o produkte / baleni do EU Hubu;
Bolo vytvorené prepojenie medzi Slovenskym NMVS a EU Hubom;

EU Hub méze nahravat udaje o produkte / baleni do Slovenského NMVS;



SOOIS™

Planovanie, detailnejsi pohlad
Phase 2. Ramp-up Stage A

Phase 2
Ramp-up stage A
Onboarding of
early-bird MAHs

Pocas tejto fazy oznac€eny tok informacii bude testovany

MAH

fom b
!’ Data upload Data upload

(products, packs) (products, packs) National Blueprint System
(NMVS)

% p
e

Parallel
Distributor

§ p
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Slovenska organizacii pre overovanie liekov

Planovanie, detailnejsi pohflad
Phase 2. Ramp-up Stage A

Phase 2
Ramp-up stage A
Onboarding of
early-bird MAHs

Ocakavané vysledky :

Prax

» Prvé serializované balenia boli vyrobené a vlozené do distribuéného retazca;

« Udaje o produkte / baleni boli prevedené do NMVS, t. j. bol otestovany tok
informacii medzi MAHmMI a Slovenskym NMVS prostrednictvom EU Hubu;

Organizacia

« Mala skupina lekarni a distributorov (,early birds") bola vybrana na testovanie -
overovanie / vydavanie liekov

Nové funkcionality

» Prvi dodavatelia softvéru lekarni a distributorov uz pripojili svoje softvérove
produkty k rozhraniu webovych sluzieb NMVS;

» Webova aplikacia bude poskytovana ako nudzovy scenar pre fazu 3 (v pripade,
ze dodavatel softvéru nie su dostatoCne rychly);



§i pohrad SO OL¢'

Planovanie, detailne

Slovenska organizacii pre overovanie liekov

Phase 3. Ramp-up Stage B

Phase 3
Ramp-up stage B
Onboarding of early-bird
pharmacies/wholesalers
Onboarding of MAHs

Poéas fazy 3, budu testované d’alSie datové toky :

MAH

European Hub National Blueprint System

(o Data upload Data upload

:‘ | (products, packs) (EMVS] (products, packs) (NMmvs)
' 0 -

_Par.allel Requests and pack status changes
Distributor for multi-market products 4 % Requests and pack status changes
" %
% - \063(“ %
: R\ 2
ol
Wholesaler ’455*

o BB 4 Eed” =

Verification,
Wholesaler Web app Pharmacy Web app dispense
software software

.

Learly birds”



Planovanie, detailnej§i pohlad SOOL¢:

ovenska organizacii pre over

Phase 3. Ramp-up Stage B

Phase 3
Ramp-up stage B
Onboarding of early-bird
pharmacies/wholesalers
Onboarding of MAHs

Ocakavané vysledky:

Prax
 Prvé serializované balenia sa dostali do lekarni / distributorom:

* Prvi dodavatelia softvéru pripojili svoj lekarensky/ distributorsky softver
na webové sluzby Slovenského NMVS;

« early-bird lekarne / distributori overili / vydali pacientom prvé
serializované lieky, to znamena, ze informacny tok medzi MAHmMI a
NMVS bol otestovany od zacCiatku do konca;

Organizacia

* Pripojenie vacsiny lekarni a distributorov je organizaCne pripravené

Nové funkcionality
« Slovenské NMVS web sluzby su plne funkéné vratane transakcii medzi

Krajinami;



Planovanie, detailnejsi pohflad =

SOOI

Slovenska organizacii pre overovanie liekov

Phase 3: Ramp-up Stage B

Phase 2 Phase 3
Phase 1 - Ramp-up stage B Phase 5
Ramp-up stage A - S .
I . Onboarding -JT zarly-bird
L Onboarding o .
nitialization P pharmacies/wholesalers Production
early-bird MAHSs

Onboarc imD of MAHs

Pocas fazy 4 bude testovana funkénost’ réznych softvérovych systémov pre
lekarne a distributorov:

MAH
/\“ Data upload European Hub Data upload National Blueprint System
pr (products, packs) (EMVS) (products, packs) (NMvs)

L " g
<€ / —
Parallel

Requests and pack status changes
Distributor

. R ts and k status ch
for multi-market products equests and pack status changes

S— \ "’w//// ‘
J E % rE Verification,
Wholesaler dispense,

Pharmacy lack, sample,
software i
undo dispense ...

software



Planovanie, detailnejsi pohrad
P SOOI%"

ovenska organizacii pre over

Phase 3: Ramp-up Stage B

Phase 4
Ramp-up stage C
Onboarding of remaining
pharmacies/wholesalers and MAHs

Ocakavané vysledky:

Nové funkcionality
» VSetci dodavatelia softvéru pripojili svoje systémy k webovym sluzbam
Slovenského NMVS;
* Nové softvérové systémy pre lekarne a distributorov boli instalované
takmer vo vSetkych lekarnach a u distributorov;
Organizacia
« Dodavatelia softvéru vytrénovali svojich uzivatelov v lekarfiach a u
distributorov;
Realna prevadzka
* Nova softvérové verzie lekarnickych a distributorskych systémov

nasadena a pouzita;
* Prevazna vacsina baleni liekov na slovenskom trhu je teraz
serializovang;
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Slovenska organizacii pre overovanie liekov

Planovanie, detailnejsi pohflad

Ocakavané vysledky k 9 Februaru 2019:

Nové funkcionality

* Noveé lekarenskeé / distributorské SW systémy boli inStalované vo
vsetkych lekarnach a distributoroch

Bezna prax

« Overovanie liekov sa stalo rutinou v lekarfiach a u distributorov;

« Takmer vSetky balenia liekov na slovenskom trhu su teraz
serializované;



SOOI

Struktara Data Matrix kodu balenia na zaklade

GTIN
Podla EFPIA European Pack Coding Guidelines?

Application Id 10
Batch/Lot Number”
(variable length, max. 20

Example? :
Application Id 17
Application Id 01 ,Expiration chars)
#GTIN® Date” Application Id 21 I
(Product Number) . »Serial Number” Group separator /
| |
|' ' L (0x1D)
Expiration | |
| | Date [ No grc};up separator
| GTIN | | . f character
|I 13 digits + II YYMMDD or / Serllal number f Batch/lot because of last field
1 check digit '| YYMMOO {variable length, number ,
II ”2019'12-{]1 I.' max. 20 cha FS} II'-. .'I II- //
4 II'-.II II'I II,' /(('
/
/

- JIOABATCHCODE12345

|
| I|I || f |
101012345678901281719120121123456789A123456789B
\ ,r}'\ i A J’I\ J’I
"4 Y ' A"
Product Expiration Serial Number Field Batch/Lot Number Field
Number Field Date Field
This is how the example data GTIN (01) 01234567890128
above would be encoded as a 2D SERIAL (21) 123456789A1234567898
LOT (10) ABATCHCODE12345
EXPIRY 2019-12-01

code and printed on a package in
human readable form:

11See also [GS1-GENSPEC], [GS1-GTINALLOC]
2l This represents what is sent by the scanner after reading. The string encoded in the 2D data matrix has a slightly different structure



EU Hub Produktovy Datovy Model SO

Product Master Data )
Batch Data Only GTIN format and PPN format are possible
Pack Data
\ Product Master Data =
Product code Member state ISO 1D
\. Coding scheme / National code
Name A part of the product Article 57 code/PCID (TBC)
\\ Euro(;:;e; Hub Common name master data is to be MAH 1D
4+—> Pharmaceutical form provided per market MAH Name
\' - Strength MAH Address
{ Pack type Serlalisation Flag
' Pack size (Dose Count) Product master data List of Wholesalers with ID,
‘l uct Code Status ot (especially market name and address who have
l| ' Product Coda Verslon I specific data) may a written contract with the
change over time. MAH above
Product related notifications
(e.g. recall of repacked 1.N .
medicament if MAH is a Parallel Batch number Serial Number
Distributor) Expiry date Serial Number Status
Manufacturer ID
Manufacturer Name N
Manufacturer Address ﬁ
Batch Number Status EMVO 0122 EMV

laster-Data-Guide.

Extract from EMVO User Requirement Specification (URS)



Lekarnici

* Verejné lekarne
* Nemocniéné lekdrne —08/2017 (SUKL): 49
 Komunikacny kanal — Slek

SLOVENSKA LEKARNICKA KOMORA

SLOVAK CHAMBER OF PHARMACISTS

inm 12
PGEU Je organizacia zastupujuca verejnych lekarnikov v Eurépe. Vznikla 29. maja

~ 1959 podpisanim dokumentu ustanovujuceho Farmaceuticku skupinu Eurépskeho
ks hospodéarskeho spolocCenstva zastupcami farmaceutickych organizacii
A

- ZdruZuje 40 ¢lenskych organizacil v v 30 eurdpskych krajinach a reprezentuje

" * 400 000 lekarnikov.

Cielom organizéacie je porovndvat lekdrnicku profesiu v eurépskych krajinach,

P G E U G P U E vymienat si skasenosti a diskutovat nad vyvojom farmacie. PGEU hned po svojom
vzniku vytvorila ,Charter of European Pharmacy”, ktory definoval nepostradatelné
postavenie lekarnika v zdravotnickom systéme
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