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Introduction

UNGCOM

» HALMED is Croatian competent authority in the field of human medicines and medical devices

- Established on 1 October 2003 Main activities:

- Location: Zagreb (3 different locations)
- 236 employees
- 8.161 medicines in the regqistry: -

- 6.027 authorised nationally (2.305 active)

- 2.134 authorised through MRP/DCP procedures )
(1.678 active) )

Marketing authorisation procedures (H)
Issuance of manufacturing/importation
authorisations

Issuance of authorisations related to distribution
of medicinal products

Quiality control (OMCL)
Pharmacovigilance

Rational pharmacotherapy
Pharmacoeconomics

Medical devices

Scientific advice

GMP and GVP inspections

Veterinary medicinal products:

iIssuance of manufacturing / importation and
wholesale authorisations

GMP and GDP inspections

guality control.



Introduction UNZCOM

» Our own IT infrastructure (servers, storage systems, network equipment, etc.)
» Located in two separate data centres:

> primary location is within the Agency facilities
» secondary location is within rental facilities

» 12 employees in IT department + external contractors and service providers
» Custom software solutions for core business processes

This project has received funding from the European Union's
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HeAL - the IT system for core business processes UNZCOM

» Custom developed IS for core business processes:

» NRL - Case management application for marketing authorization procedures
v tracking of all procedural phases
v' tracking of deadlines and tasks completed by assessors
v supporting the Committee for Medicinal Products processes
v business reporting

» PhV — Application used for processing pharmacovigilance tasks
» PKL — Application used for:

v Inspectorate activities related to planning and executing medicinal products sampling

v Quality control of medicinal products (H and V) in the official medicines control laboratory (OMCL)
* Filing incoming samples, sample analysis and analysis task assignment
* Reagent management and management of standards
* Reporting of results and filing outgoing documents

This project has received funding from the European Union's
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HeAL - Central IT system for core business processes
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Admin tools

Administrator

Reference lists

Organizations

RMS lists
(daily sync)

Custom lists

Substances

Single Ul

Processes

NRL
(marketing authorization processes)

PKL
(OMCL processes)

PhV
(PhV processes)

Exchange Servers

Repositories

Medicinal products database (H)
RDBMS (MS SQL Server)

Public procurement
portal and e-invoice

service

HALMED Invoices
: M portal (creating

stem :
Sy Wi

Invoicing

roforma invoices)

Filing and
Archiving
system

S955920.d

HALMED portal —
public MP database

DAIS (Digital Archival IS)
ECMS (Filenet)

UNGCOM




ISO IDMP standards compliance: process of refactoring the HeAL system U N 0(: () |\4

¢ Analysis of ISO IDMP data model A
150 IDMP and Assessment of required data described in EU ISO IDMP implementation guide prepared by EMA
0002 e ® Analysis of FHIR messages
analysis J
N
¢ Analysis of all the processes in the organization that use medicines data
BaT e ¢ Analysis of external stakeholder’s datasets required
Jiele--o | * Defining master data set
analysis J
e Assessment of current IT system with medicines registry
N, | © Detecting gaps in current data model against ISO IDMP data model and EU IDMP Implementation Guide
oietonil ¢ Identify needed changes
system J
¢ Design the data model )
¢ User interface redesign (Ul mock-ups)
DB & Ul * Detection of new RMS lists that should be introduced
Gielado e © Testing of the data model and Ul reconstruction on different medicines (especially those with complex packaging and composition) y
* Database refactoring and Ul redesign implementation )
¢ Introduction of new SPOR RMS lists related to database refactoring
Implemepting * Data cleansing / mapping / migration
changes in IT g8 Preparing FHIR messages for SPOR PMS Yy
system
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HALMED Project timeline

2020 2021

1 December 2019

2022 2023 2024

31 May 2024

UNGCOM
|

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May

ISOIDMP, EU IG & FHIR analysis, gaps identification
Business processes analysis

Defining master data set

Replacing EUTCT with RMS lists (except Substances)

New RMS lists: ATC-H, Variation Classification (Ul & DB)

Data cleansing & mapping related to new RMS lists

DB and Ul refactoring: Packaged Medicinal Product (PMP)

PMP: introduction of related RMS lists

PMP: data migration and cleansing

DB and Ul refactoring: Pharmaceutical Product

DB and Ul refactoring: Therapeutic Indication

Therapeutic Indication: introduction of related RMS lists

DB and Ul: the rest of attributes required by EU IG

Introduction of the rest of RMS lists (listed in EU IG)

Data cleansing and mapping (related to RMS lists)

Establishing connection with OMS
ORG: data cleaning and linking with OMS ORG & LOC IDs

DB and Ul refactoring, data migration: Substances

Substances — cleaning & mapping data with EUTCT terms

Switching from EUTCT Substances codebook to SMS

Establishing connection with PMS

This project has received funding from the European Union's
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Refactoring of the HeAL system

Data model
refactoring
and user
interface
redesign

Referential
lists (RMS)

Organisations
(OMS)

Substances
(SMS)

PMS

As is (Dec 2019)

Data model built on
Reference Data Model (RDM
v3.0) published by EMA

EUTCT referential lists
synchronized daily with
internal NRL codebooks:

6 EUTCT lists with no custom-
added terms

12 EUTCT lists, with additional
user-added terms

15 EUTCT lists replaced with
RMS lists

Internal Organisations
repository (sync with other
HALMED systems)

EUTCT list Substances in use

The HeAL data model gap analysis vs ISO IDMP completed

Packaged Medicinal Product:

- DB refactoring completed and implemented to production

- Ul redesign: currently on development & testing

PhP — DB & Ul refactoring: Initial analysis completed and documented
Therapeutic indication: FRS for refactoring DB & Ul on review

Last 2 EUTCT lists (except Substances) are replaced with corresponding RMS lists:

- Packaging / Routes and Methods of Administration

2 Internal codebooks replaced with RMS lists:

- Anatomical Therapeutic Chemical classification system — Human

- Variation Classification

8 New RMS lists introduced (on production environment):

- Domain / Units of Presentation / Container Category / Material / Shelf Life Type /
Medical Device Legislative Category / EU Procedural Authority Role / Substance
Type

27 RMS lists + EUTCT Substances list — daily synchronized with internal codebooks

Data cleaning / mapping / replacing — work in progress

Connection with OMS established
Cleaning and mapping internal organisations with OMS ORG IDs and LOC IDs

EUTCT list Substances in use

UNGCOM

The HeAL data model comply with ISO
IDMP standards

Ul redesign completed

Data migrated

All RMS codebooks listed in EU IG
introduced to the HeAL system (i.e. 53 RMS
codebooks)

Cleansing of the legacy data completed

OMS data synchronized with internal
Organisations repository

Switch from EUTCT Substances codebook to
SMS

Connection & daily synchronisation with
PMS established



Medicines registry data model refactoring

» Data model built on Reference
Data Model (RDM v3.0)
published by EMA

» the HeAL data model vs. ISO
IDMP data model and EU IG -
major gaps:

» Packaged Medicinal
Product - Manufactured
Item should be introduced
In data model

» Pharmaceutical product
and Ingredient need some
adjustments

Clinical Particul

Ingredient

Pharmaceutical
Product

Medicinal Product
Name

. 1.%

e
- /
AN e

Medicinal Product

UNGCOM

Header

Manufacturer /
Establishment

Packaged Medicinal
Product

4 = | (Organisation)

™
b 1
“
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UNGCOM

» Database reconstructed: added new tables and established new relations in database for entities
and attributes related to:

» Manufactured Item
» Package Item (Container)
» Device

» Ul reconstruction (tab ,Packaging”):

Transition strategy: Packaged Medicinal Product

Medicinal product Packaged Medicinal Product

PMSID [EUIG]: Il 1. PAD: Il

MPID: Il Package Description: ST
Approved Dose Form [EU IG]: CD [0..1] Legal Status of Supply [EU IG]: CD [0..1] Shelf Life / Storage
Combined Pharmaceutical Dose Form: CD [0..1] External Identity [EU IG]: 11 [0..1] 8 ¥
Legal Status of Supply [EU IG]: CD [0..1] Pack Size [EU IG]: PQ[0..¥]
Additional Monitorin Indicator: CD [0..1] Shelf Life Type: CD

Special Measures: ST [0..*] @.%| Shelf Life Time Period: PQ

Paediatric Use Indicator: CD [0..1] L* Special Precautions for Storage: CD [0..*]
Domain [EU IG]: CD [0..1]

Type [EUIG]: CD [0..1]

Orphan designation status: CD [0..1]
Extemnal Identity [EU IG]: 11 [0..1]
EURD ID [EU IG]: 11 [0..1]

Package Item (Container)

0% Data Carrier Identifier

>

enable input of more Packaged

Full Indication Text [EU IG]: ST [0..*]

QPPV [EUIG]: 11[0..1]

Pharma covigilance Enquiry Info [EU IG]: 11 [0..1]
Description [EU IG]: ST [0..1]

Package Item (Container) Type: CD
Package Item (Container) Quantity: PQ
Material: CD [1..*]

Alternate Material: CD [0..¥]

Code System: CD.codeSystem
Value: CD.code

Medicinal Products
» enable input of more Package Items
enable input of Devices

o o

Manufacturer /
Establishment
% (Organisation)

Manufactured Item Package (Component)

Manufactured Dose Form: CD
Unit of Presentation: CD [0..1]

Component Type: CD
Component Material: CD [0..*]

A\

Manufactured ltem Quantity: PQ Q.% Component Alternate Material: CD [0..*]
Pharmaceutical Product Description [EUIG]: ST[0..1] .
» enable input of Manufactured Items parimsale o om0 : .
Unit of Presentation: CD [0..1] L.+ Device
Description [EU IG]: ST [0..1]
Ingredient Manufacturer / @* | Device Type: CD
1.* Establishment Device Trade Name: ST [0..1]
1.*| Ingredient Role: CD ®* (Organisation) Device Quantity: PQ
Route of Administration Alergenic Indicator: BL [0..1] gev!ce :'I;St'n_gf_N“T?g“ﬁT [0.1]
@ ition Gi - CD[0..1 evice [dentifier: b
Sl .4 Model Number: ST [0..1]

Route of Administration: CD

- ili i 5
0011 .* Sterility Indicator: CD [0..1]

Sterilisation Requirement Indicator: CD [0..1]
Device Usage: CD [0..1]
Substance Specified Substance Combination Type [EU1G]: CD [0..1]
Substance: CD Specified Substance: CD
Specified Substance Group: CD
11¥] 0Q%% Confidentiality Indicator: CD [0..1]
Strength
Reference Strength

Strength (Presentation): RTO<PQ,PQ>
Strength (Concentration): RTO<PQ,PQ>[0..1]

Measurement Point: ST [0..1]

Country: CD [0..*]

Strength (Presentation) Text [EU IG]: ST [0..1]
Strength (Concentration) Text [EU IG]: ST [0..1]

00X Reference Strength Substance
Reference Strength Specified Substance
Reference Strength Range




Example: Qlaira UNZCOM

Packaged Mecicinal Producs (1) Packaged Medicial Product (2) Pacuaged Medicioal Produa [3)
PaD : i£-200000833-00000003 0001 POD : IF-100005833-00000003-000.7 POD: IE-100000833-00000003-0003
[Pachags Descsiption: Transparent FYC/Alminm Transpavent PYCAlumin Aluminiuen
sister ine corboard wokes. 1 x 28 tabiets fiim- |bitster in o cordboard walet. 3.x 25 tatiets fim- itster i cordbocnt watle. .1 28 taties fim
costed tabiets. coated tblers. coated tabilers
[Fach wallet (25 fle-coated tablets) ecntabis i Each watlet (28 fim-coated tabiets] contains in Each watlet (22 fim-coated tabiets] contains in
e foiuering crder: 2 dark peiiow the followiey orer: 2 dork pellow the fallowing onder: 2 dark pelow
[sabiets anat 5 mechom red tablets and 17 Wght tabiets and Smediu red tobiets and 17 ight tabiets g 5 medim red tabiets amd 17 ghe
et tatsies amt 2 dark red tablets and velow tablets and 2 dovk ped cobiets and Vo Eatvers an 2 a7k e LRSS aid
Language: Engiish (100000072147 Langeage: English [100000072247) Language: Englich (100000072147)
Cuuantiey Operator: equal to (200000000045) Quastity Operator: equal ta [100000000045) Ouastity Dperator: equal te (100000000049
[Pack sise: 28 sublets Pack size: B4 tabiees Packsize: 158 toblets
Shedt Life.
[ Shelf Life Type : Shel ife of the mesing! product o
|packaged far sale (100000073403)
|Shelf Life Tiene Period : 3 yeass
|5 pecial Precautioes for Storage : Packige Rem (Container) |1 Package lesn |Comaimes) 3) Package Iues |Cantaines) [5)
Do not stove above 25 °C [100000073420)
Ston b the igival package (100000073421 :u-mmcj.mmmwm ::nupkm[frmﬂnu}wn:nu Package tem (Cantainer] Type : Sux
400000073427) 000 O0BI0G7S 406 {A00000073456)
- [ Quantity Operator: equal to{100000000045] Quantity Ctsator: equal t {100000000049) mmmw mmfmmmm
[ ] [Pachage Iuem (Comtaiver) Quantity : £ £l .
[Materiad : .
Data Carer Wanifer Cods Syztam : GTANTIN | Matesial : Carelbord (200000003525 (- Matesal : camawmnmnrmsal
Package mem (Container] (2} Package Ram (Contanar] (4] Pachage ILem |Containes) ()
Package Item (Container] Type: Sister Package ham |Container) Type : Aliter [Package tuem |Comaines) Type : Bisiter
(200000073456 (100000073435 1100000073495
Guantity Operator: equal & {100000000045] Quantity Operater: ¢uf i [00000000043) [ Quantivy Operator: equot to [100000000043]
Package Item (Container] Quastity : 1 Package ham |Container) Quamtiry : 3 Package Item [Containes) Quantity : &
Matesial © Mstarial : [Materiai -
A iviam (200000003.200) | Atminisen (200000003200)
PV [200000003222) P (200000003272}

] e ]

l_ Masufactured hem (1] Manlactsred e [2) Manufacured Rem (3] Masustuctured Ram 14] Manslactared e [5)
i Form: tabder
(400000073655 {200000073555] (200000073655) (200000073865) 1100000073863
: : Uit : ol : =
al OQuanitity Ouasniey egual 1o
: 117 12 12
vefow red Iight ek dik e e
Tatvers tabiess tatdees tatices fm—
L ? H

Excipiene Excipiene
A00000072083) 100000072043) 10000007 2083)

Substance : ren oeifered | |Subsance : Thonium Substance : Taic [FS538]
(E172} daxide (E175]

Substasce : Hppromeliose
type 2900 E464]

equal fo)

Strength

singe valie o low i) | |dngle value e low limit) : | | g valie o low Bma) : wle o et = e Tes it o liit) - Tow limit) - un.- umumumq
Numera " Numerator: 1mg Nemerator: 1 mg 1mg 1mg Wumesator. Imp Wumesatar: I Numeritor: mg
1 tmblet 1 et 1 tmbler 1 tabiet 1 rabiee tabiet tabiet 1 tobet

vabase e kow linik) = st o0 b limk] =
[Museratos: 2 mg [Memeratos: 2 mg
1 tablet 1 tmbiet

[Reterence
single vikie o low limi) : ingse ko o o ey :
Numerator: 3 miligrams) [ Mesmmeratos: £ midigramys)

1 nbler 1 tablet




Packaged Medicinal Product (PMP) - user interface UN#COM
and level of information before refactoring ’

Pregled ljgks Osnovni podac Dodatni podaci Sastav Pakiranjz Predmeti Dokurnenti FollowUp mjere Napomene
MNowi zapis
Qlzira GQ3ABOE {dienogest | estradiol) Bayer d.o.o. HR-H-182628999 @.
Qlaira filmom obloZene tablete Kroz usta EU, RUP NL/H,/ 12307001 /R,/002 ;-
tamnoZuta tableta 3 mg; w
. x srednjecrvena tablet= 2 mg + 2 mg;
VaZece N eTD UPy1-530-08,/17-02/850
svijetloZuta tableta 2 mg + 3 mg: . L
tamnocorvena tableta 1 mg
Vrsta pakiranja xtfrl::]a Sadriaj pakiranja Opis pakiranja Reg. status  BO oznaka  Status BO Status na triigty Brisanje
#  biister 25 tableta u blisteru, u kartonskom ovitku aZele o Zakfjuan nepoznato a
# | bilister &4 tablete u blisteru, u kartonskom ovitku VaZete o2 Zakfjufzn nepoznate [ |
#  bilister 168 tableta u blisteru, u kartonskom ovitku VeFede 03 Zakfjuan nepoznats a
ME triEEM
| Place weekday sticker strip here / skt |- b i B |

QY4
B\ 72N
JO
e e®
/ N R\ A

. 4]\ -1\¥ )

0/ 3 @z: @ @s Qz{‘(’j@s C\

09000

N
&) & '€ N

N L/
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Packaged Medicinal Product (PMP) - user interface

and level of information after refactoring

UNGCOM

Pregled fjeks Osnowvni podaci Dodatni podad Sastav Pzkiranjz Predmeti Dokurmenti FollowUp mjere Mapomens
Qllaira GOIABOE [diencgest i estradicl) Bayer d.o.o. HR-H-182628999 )
Qlsira filmom obloZene tablete Kroz usta EU. RUP NL/H/A 230,001 /R/002 S=
tarnnoZuta tabletx 3 mg; M
= . srednjecrvena tabletzc 2 mg + 2 mg:
VaZece N eTD UP/1-530-00/17-02/850
svijetliofuta tabletz 2 mg + 3 mag- . Pl
tamnaoconvens tsbletas 1 mg
Movi vangski spremnik Mowvi spremnic Nowa proicvedena jedinka Nowi medicinski prodzvod
. . . Shelf Life / . .
Packaged Medicinal Product Container Storage Manufactured Item Medical Device
. Registracijshi Status na L @ydﬂ.,@ @‘W Gr nt mm Eancati § @'m Gmm @ Kembinacija "3_ . @zﬁﬁm@lﬁu (0]
Uredi BO opis I} i Jedinica . Dpis proirvedens I N .
pakiranfa e Opis pakiranja kivanja  SPremik " Poey S PR Sastav S/ medicinsbi == medicinskng  medicinskog Brifi
. Transparsnt PYDS Sodal rok
- F Vanjski spremnik oo Vabede nepoznato Amm -'J"‘:‘zs Htableta  Kutia S B
tahiets film coated tablets. R
- Spoerninikc Dlister [ ]
#  Proizvedena jedinks tableta 2 Z‘;:':“ tamnciuts tablets Prikadi sastev &
Filirmcm ednpes :
#  Proizvedenas jedinks tableta 5 | biaian tabeta :bh-u b Prikadi sastav i
#  Proizvedena jedinks takbeta 17 ZI$L peen P takizta Prikadi sastav &
#  Proizvedena jadinks tableta 2 :mm TAMACCTVEna Prikafi sastey i
. . Fileregem - -
F4 Proizvedena jedinks tableta 2 " bajela tablets Prikafi sastav (1
Transparent PIC’ R
acki HE-H - Aluminien blisher i e - —
- Vangski spremnik T T Vazein nepaznatos iy 3:‘23 84 tableta Kutija .- _-1 : | Place weekday sticker strip here / skt |- b i B | L]
tahlets fim coated tablet: === N o T g
‘ : “gictoioloioley ,
S Spreminikc Bliester r - — — - - 5
B B (@) (@) @ (@
Ple@eee s N
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PMP: Top-level packaging item

UN®@C
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Pregled fjeks Osnowvni podaci Dodatni podad Sastav Pzkiranjz Predmeti Dokurmenti FollowUp mjere Mapomens
Qllaira GOIABOE [diencgest i estradicl) Bayer d.o.o. HR-H-182628999 )
Qlsira filmoem obloZene tablete Kroz usta EU. RUP NL/H/1230,001/R,/002 =_-
tarnnoZuta tabletz 3 mg; M
. . srednjecrvena tasbletz 2 mg + 2 mag:
VaZece . eTD UP/1-530-00/17-02/850
svijetlofuts tableta- 2 g + 3 mg: 3 Pl
tamnoconvena tabletas 1 mg
New tandevel nackace Fom (Atirer-mactk nackacing)
INTVWW LUPTICTVCT YdURAgT 1Ll ({vuLci NMUSL YdURdAgITNTg)
Mo vangski spremnik Mowi spreminik Mowva proicvedens jedinka Nowi medicinski proizwod
. . X Shelf Life / . .
Packaged Medicinal Product Container S Manufactured Item Medical Device
Registraciski Status na L @ﬁ.ﬂ..@ @ G-"r it @'m Eancstii 'E"m O 10] . Kombinacija @'_ . @ziﬁ_inni@lniﬁu @
Uredi BO paldirania - Dodatni opis F ¥ I Jedinica : - . Dpispr AP | o —
status trEitu Opis pairana pakiranga  SPremelk o spremnika wvjetiéuvana de P joddinke e Lt 3 =hug Brifi
jedinke obiik P Pr
* i Transparent PYG Sodai ok
- Vanijski spremnik Eor RO adeis nepaznato AmmT,ﬂzs 20tableta Kutia N w
tahlets fim coated tablets, =202
- Sprerrinik Dlister ]
#  Proizvedena jedinka tableta 2 P tabiets 1BMN0E tablets Prikakisucter s
Filmom ednpecrven -
#  Proizvedena jedinks tabilets 5 obcEens tablets :bhh o Prikcadi sastav i
#  Proivvedena jedinks takbeta 17 Z‘m:‘u et Tt tabizta Prikadi sasta &
#  Proizvedena jecinka tableta 2 :mm tamncoreens Prikadi sastew #
. . Filerszer - Prikafi --
#  Proizvedena jedinks tableta 2 " bijela tablets kadi sasta &
Transparent PYCF
e L1 .
- F Vanjiki spremnik :'N:, 93500 Vaieie nepoznato "MM:‘:::: :‘:‘23 B4 tableta Kutia ]
tablets fm coated tablets
- Sprerninikc Blister i

This project has received funding from the European Union's
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Pop-up New top-level package Item (outer packaging)

Veli¢ina pakiranja

Veligina pakiranja 28 Tableta a
Materijal x
Sifra (RMS) | 200000003529
Maziv (HR) s P
Maziv (EM) Cardboard =
oun_

Movi vanjski spremnik

Opis pakiranja

Hruatcli

Prozirni PVC/&luminij blister u kartonskoj kutiji. 1 x 28 filmom
oblofenih tableta poredanih sljedefim redom: 1 tamno fute tablete,
S=rednje crvenih tableta, 17 svjetlo futih tablets, 2 tamno crvene
tabletei 2 bijele tablete

Engleski

Transparent PYC/Aluminium blister in 2 cardboard wallet. 1x 28
tablets film-coated tablets. Each wallet (28 film-coated tablets)
contains in the following order: 2 dark yellow tablets, 5 medium red
tablets, 17 light yellow tablets, 2 dark red tablets and 2 white
tablets

0 -

UNGCOM

Vrsta spremnika Kutija H
Kohidina spremnika 1 Spremnik E
Dodatmi opis spremnika
eliding pakitania + o
_
28 tableta [}
Proizvodadi - _
>
OMS ifra subjekta Maziv proizvodata OMS Sifralokacije  Adresa Bridi
# ORG-100023528 Baver Weimar GmbH  |DC-100032674 Doebereinerstrasse 20, i
und Co. KG. 99427 Weimar, Njemacka
Materijali +
ID  Naziv(HR) Sifra (RMS) Naziv (RMS) Brii
B 200000003529 Cardboard 1
Komponente spremniks +
Naziv (HR) Sifra (RMS) MNaziv (RMS)

Proizvodac

Sifra subjekta
Naziv proizvodaca
Sifra lokacije
Adresa

Opis

ORG-100001442

Pliva Croatia Limited

LOC-100003105

Prilaz Baruna Filipovica 25, Zagreb




PMP: Adding new Container UNZCOM

Pregled fjeks Osnowvni podaci Dodatni podad Sastav Pzkiranjz Predmeti Dokurmenti FollowUp mjere Mapomens
Qllaira GOIABOE [diencgest i estradicl) Bayer d.o.o. HR-H-182628999 )
Qlsira filmoem obloZene tablete Kroz usta EU. RUP NL/H/1230,001/R,/002

srednjecrvena tabletas 2 mg + 2 mg;
svijetiofuts tabletx 2 mg + 3 mg- (1D UP/I-530-00/17-02/850

tamnoconvena tabletas 1 mg

ey

tarnnoZuta tabletz 3 mg; M

[N fa) NS
INCW COTILalrct

Mo vangski spremnik Mo spremnic pova provedens pedinka  Nowi medicinski prodzvod

- . Shelf Life X X
Packaged Medicinal Product Container ST / Manufactured Item Medical Device
_ Registraciski Status na L @ﬁ.ﬂu@ E}W Gr — @‘m = ok i E}m @‘_" 4 '3‘ r_J@ Kombinacija @ . @Him@m @
Uredi BO opks F i i Jedinica : '™ Opipe o e o
paldrana it Opis pakiranja pakiranja ~ SPremnik jetiiwanis e do Sastav Wb/ maiciorti ey g d g
edinke chbiik b . pr = ; =
—— Transparent PYG e
i Vanjald 1::\z¢-;hurnrn: Wadeie nepoznato Ammiﬂm Zitableta Kufga alianceti | wviet
tablets fim coated tablets. Onang
- i Sprternik Blister
#  Proizvedena jedinka tableta 2 P tabiets 1BMN0E tablets Prikakisucter
Filmom ednges -
#  Proizvedena jedinks tabilets 5 obladsna tableta :bhh I Prikadi sastee
#  Proivvedena jedinks takbeta 17 Z‘m:‘a et Tt tabizta Prikadi sasta
# Proirvedena pedivks tableta 2 ::E‘:_"“ ety IZMACCTVEN2 Prikadi sastew
#  Proizedens jedinks tableta 2 Filmom " bijeln tablets Prikcadi sastav
Transparent PYCF
= 2 as HE-H - Aluminium bister dn =
’ Vangski spremanik VBPETESS-07 Vadedie nepoznato ey 3:‘"23 Stableta  Kutia
fablets fhm coafed tablets
- Spremnik Diister

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Pop-up: New Container

MNovi spremnik

UNGCOM

2nt No 875299

Wrsta spremnika Blister H @
Keolifina spremnika Blister H @
Addi iner’
Dodatni opis spremnika @ Ing Contalner S Components
Komponente x
Proizvedst: +
OMS difra subjekta Maziv proizvodaa OMS lifralokaciie  Adresa Brili Sifra (RMS) 100000073563
/ ORG-100023528  Baver Weimar GmbH | oc 100032674 Doebereinerstrasse 20, s :
R R " Maziv (HR) Bodica -
und Co. KG. 99427 Weimar, Njematka
Naziv (EN) vial *
Materigali +
Materijali kernponente +
Sifra (RMS) Naziv (HR) Maziv (EN) Britl
# 200000003200 Aluminium ] Sifea (RMS) v (HR) o EN B
# 200000003222 PolyVinyl Chloride i —
4 200000003204 Glass type | o
Alternativni materijali + Alternativni materijal komponente +
Sifra (RMS) Maziv HR) Naziv (EN) Bridi Sifra (RMS) Naziv (HR) Naziv (EN) Brigi
P =
, i [ ]
o
Komponente spremnika —+ o »
Alternativni materijali
Naziv (HR) MNaziv
Sifra (RMS) (EN) Materijali komponente 1o ocnente Brii
’ ]




PMP: Shelf life and Special precautions for storage

UNGCOM

Pregled fjeks Osnowvni podaci Dodatni podad Sastav Pzkiranjz Predmeti Dokurmenti FollowUp mjere Mapomens
Qllaira GOIABOE [diencgest i estradicl) Bayer d.o.o. HR-H-182628999 )
Qlsira filmoem obloZene tablete Kroz usta EU. RUP NL/H/1230,001/R,/002 _i
tarnnoZuta tabletz 3 mg; M
. . srednjecrvena tasbletz 2 mg + 2 mag:
VaZece . eTD UP/1-530-00/17-02/850
svijetlofuts tableta- 2 g + 3 mg: 3 Pl
tamnoconvena tabletas 1 mg
Mo vangski spremnik Mowi spreminik Mowva proicvedens jedinka Nowi medicinski proizwod
.. . Shelf Life / X .
Packaged Medicinal Product Container Storage Manufactured Item Medical Device
Registracijskd Stxtus na L. @vﬁ,@ w Dodatsi @ . nt P — @ Kalifina (O] 10] i J@ Kombinaca 0 ) . D 22 t5¢emi nazin ' Kolicina @
Uredi BO - opt F i . : . .. ‘Opspr < g Ti e e
|paldiranga status sty Opis pakiranja deiran Spreminik K et Earvang e P Sastav q.u,.rnu:imul- q:_n.i.:-shg g ,_':" Brii
- jedinke cbitk L P P
_— Transparent PGS e
- Vanijski spremnik Eor RO adeis nepaznato AmmT,ﬂzs 20tableta Kutia N w
tahlets fim coated tablets, =202
- Sprerrinik Dlister ]
#  Proizvedena jedinka tableta 2 P tabiets 1BMN0E tablets Prikakisucter s
Filmom ednpecrven -
#  Proizvedena jedinks tabilets 5 obcEens tablets :bhh o Prikcadi sastav i
#  Proivvedena jedinks takbeta 17 Z‘m:‘u et Tt tabizta Prikadi sasta &
#  Proizvedena jecinka tableta 2 :mm tamncoreens Prikadi sastew #
. . Filerszer - -
#  Proizvedena jedinks tableta 2 " bijela tablets Prilcadi sastav ]
Transparent PYCF
e L1 .
- F Vanjiki spremnik :'N:, 93500 Vaieie nepoznato "MM:‘:::: :‘:‘23 B4 tableta Kutia ]
tablets fm coated tablets
- Sprerninikc Blister i

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Pop-up: Shelf life and Special precautions for storage UN#COM

Rok valjanosti i uvjeti cuvanja Uvjeti Cuvanja x
+ +
) . Rok valjanosti - I - .
bredi e vremenski period (broj) - L Uredi Sifra (RMS) Uvjeti éuvanja Brisi
- - Do not store above 25 °C
Shelf life of the medicinal product 3 year . o L] N
’ as packaged for sale Y Store in the original package F 4 100000073410 Do not store above 25 °C (]
in order to protect from moisture
, 100000073421 Store in the original package '
v
Rok valjanosti i uvjeti éuvanja X rd 100000073427 in order to protect from moisture [ 1
Rok valjanosti [vrsta) Shelf life of the medicinal product as packaged for sale E _— q p q
Trazilica uvjeta éuvanja x
Rok valjanosti - vremenski period (broj) 3 year H
Odaberi  Sifra (RMS) Maziv (HR) Maziv (EN) Oznaéi
Q Q Q
Wvjeti Suvanja | - > - 100000073410  Me Euvati na temperaturi iznad 25°C Do not store above 25°C v
Do not store above 25 °C 4 2> 100000073421 Cuvati u originalnom pakiranju Store in the original package o
Store in the original package * 2> 100000073422 Spremnik Euvati Eursto zatvoren Keep the container tightly closed
Spremnik cuvati u vanjskom S
in order to protect from moisture 2 - 100000073423 pFa}kira Y ) Keep the container in the outer carton
<> 100000073427 radi zadtite od viage in order to protect from moisture v
| onmm e ey




PMP: Manufactured Items

UNGCOM

Pregled fjeks Osnowvni podaci Dodatni podad Sastav Pzkiranjz Predmeti Dokurmenti FollowUp mjere Mapomens
Qllaira GOIABOE [diencgest i estradicl) Bayer d.o.o. HR-H-182628999 )
Qlsira filmoem obloZene tablete Kroz usta EU. RUP NL/H/1230,001/R,/002 _1
tarnnoZuta tabletz 3 mg; M
. . srednjecrvena tasbletz 2 mg + 2 mag:
VaZece . eTD UP/1-530-00/17-02/850
svijetlofuts tableta- 2 g + 3 mg: 3 Pl
tamnoconvena tabletas 1 mg
New Manufactured Item
Mo vangski spremnik Mowvi spreminikc | Nova proicvedens jedinka  Nowi medicinski proizwod
.. . Shelf Life . X
Packaged Medicinal Product Container T Manufactured Item Medical Device
Registraciski Status na L @uﬁ.@ o} @’r it Rok vakanests i 'E"m O 10] . i 'D_ . @zﬁ_inni@lniﬁu @
Uredi BO - Drodatni opis F i I [Jedinica : . .. ‘Opspr < g Ti e e
ttars Bt Opis pakiranja kiranja  SPremeik " jeticwvanin | die Sastav wnu:icmh m_rrmi_:-shg a g Brii
Jedinke bk P |~ - da
. Transparent PG S ok
- Vanijski spremnik ek Eaaa.0i adeis nepaznato Ammm-’r:zs 20tableta Kutia It s w
tabiets fim coated tabists. _—
- i Sprernnik Olester w
#  Proizvedena jodinka tableta 2 P tabiets 1BMN0E tablets Prikai sasta .
Filmom ednpecrvena -
F4 Proizvedena jedinks tabilets 5 obcEens tablets :Iﬁ:h Prikafi sastae i
#  Proivvedena jedinks takbeta 17 Fﬂ'm:‘ﬂ et Tt tabizta Prikadi sasta &
#  Proizvedena jecinka tableta 2 :mm tamncoreens Prikadi sastew #
. . Filerszer - -
#  Proizvedena jedinks tableta 2 " bijela tablets Prilcadi sastav ]
Transparent PYCF
- L1 .
- F Vanjiki spremnik :'M:' T Vaieie nepoznato "Wm?:m Stableta  Kutia ]
tablets fm coated tablets
- Spremniic Blistar i

This project has received funding from the European Union's

Horizon 2020 research and innovation programme under grant agreement No 875299




Pop-up: New Manufactured Item UN#COM

Nova proizvedena jedinka x

Jedinica prezentacije | Tablet -+

a

Koli¢ina proizvedene jedinke | 2 countable unit(s)

4
-

Proizvedeni farmaceutski oblik | Film-coated tablet
Hrvatski
Tamno iute tablete
Opis proizvedene jedinke Engleski o
Dark yellow tablets

Sastav proizvedene jedinke + > N ext page ->
Uloga sastojka Tip tvari Tvar Referentna
Uredi (Substance Proizvedadi gu:;tunce (Substance) Jacina po jedinici prezentaciie  Koncentracija s Jacina po jedinici prezentacije  Koncentracija  Brisi
role} P
#  Active Prikafi proizvodace ~ Chemical Dienogest =2 mg/ 1tablet Dienogest =1mg/1tablet L]
. — R . . Estradiol _ Estradiol -

& Active Prikadi proizvodade  Chemical I—— =2mg/1tablet i — 3mg/1tablet i
R Lactose

#  Excipient Prikaii proizvedade  Chemical monohydrate = 1 me/1tablet L]

#  Excipient Prikati proizvodace  Chemical Maize starch =1 mg/ 1 tablet L]

P B - Pregelatinized _
/ Excipient Prikati proizvodage ~ Chemical maizestarch * mg /1 tablet ']
4 Excipient Prikaii proizvodae  Chemical Povidone k25 _ 1mg/1tablet L]
(E1201)

R Magnesium

/#  Excipient Prikati proizvodace  Chemical ctoorote |a7a) =1 me/ Ltablet ]

- T . Hypromellose

#  Excipient Prikadi proizvodae  Chemical t\":? 2310 =1mg/ 1tablet L]
. Macrogol 6000

rd Excipient Prikaii proizvodace Chemical Talc (E553b) =1mg/1tablet [ ]

Fd Excipient Prikadi proizvodace Chemical Talc (E553h) =1mg/ 1tablet (]

. - Titanium
4  Excipient Prikafi proizvodage  Chemical diowide (£171) =1 me/ 1tablet L
- T F . Iron oxide
rd Excipient PrikaZi proizvodae  Chemical vellow [E172) =1 mg /1 tablet L]
Proizvodaci proizvedene jedinke +
OMS 3ifra subjek Naziv proizvodaca OMS Sifra lokacije  Adresa Brisi

# ORG-100023528 Bayer Weimar GmbH und Co. KG. LOC-100032674 Doebereinerstrasse 20, 99427 Weimar, Njemacka [ ]




Manufactured item composition UN#COM

-
-

Sastav proizvedene jedinke x
Uloga sastojka Active £ o
Tvar (Substance)
_— ri i Jaéina = T = . Referentna jacina = S = = -
Uredi Tip tvari (Substance type)  Tvar (Substance) [l Jacina po jedinici prezentacije  Koncentracija Referentna tvar e Jacina po jedinici prezentacije Koncentracija Brigi
#  Chemical Dienogest | Jacina I =2 mg/1tablet Dienogest | Referentna jacina I =1mg/1tablet [ ]
Proizvodadi +
Uredi OMS Sifra subjelta Maziv proizvodaca OMS Sifra lokacije Adresa Bridi
# ORG-100023528 Bayer Weimar GmbH und Co. EG. LOC-100032674 Doebereinerstrasse 20, 99427 Weimar, Njemacka ]
vanj ri .
podavs © e :
T [ (Sub A 4
ip tvari {Substance type) Chemical Referentna jacina x
Tvar (Substance) Dienogest
Referentna jagina T+
3 Ukloni referentnu jadinu
Referentna tvar Dienogest
Jacina * Q x o
Jadina po jedinici prezentacije (i ] Koncentracija ] Jacina po jedinici prezentacije (i ] Koncentracija i )
Operator koligine = s Operator kolicine & Uperatogkolifine = v Upenatogkolifie -
2 mg @ : 0| 3 2 e K . i
- - Koli¢ina Kolicina
Kolicina Keli¢ina o o

Ak

o 1 tablet ®

. - Spremi Cdustani
i Odustani

1 tablet ¥ o




PMP: Adding new Device UN#COM

Pregled fjeks Osnowvni podaci Dodatni podad Sastav Pzkiranjz Predmeti Dokurmenti FollowUp mjere Mapomens
Qllaira GOIABOE [diencgest i estradicl) Bayer d.o.o. HR-H-182628999 )
Qlsira filmoem obloZene tablete Kroz usta EU. RUP NL/H/1230,001/R,/002

tarnnoZuta tabletz 3 mg; M

srednjecrvena tabletas 2 mg + 2 mg;
svijetiofuts tabletx 2 mg + 3 mg- (1D UP/I-530-00/17-02/850

tamnoconvena tabletas 1 mg

ey

New Medical Device

Mo vangski spremnik Mowi spreminik Mowva proicvedens jedinka | Nowi medicinski proizwod

- . Shelf Life / . .
Packaged Medicinal Product Container Storage Manufactured Item Medical Device
Registraciski Status na L @ﬁ.ﬂ..@ @ W ponent @m Banosti i m@’-" 10] . Komksinacia _@'_ . © zasiticoni naziv'® Kolicina @
Uredi BO pakiranjs p— Opis pakiranjs Spremnily  Dodatni opis " A — :"‘“"_ﬁ._. sene L. Opispr Sastav lick/medicinski  Tip medicinskog ficimskog ficin<kog
e paldranis spremndla  Fpremnlka et furvangs i fedinke . - pr prok ——
_— Transparent PYVG e
N 4 Vanjski spremnik oo o Vadeie nepoznato "‘Wm?‘ﬂm 28 tableta  Kutiga P
tahlets fim coated tablets, =202
- i Sprternik Blister
#  Proizvedena jedinka tableta 2 P tabiets 1BMN0E tablets Prikakisucter
Filmom : -
#  Proicvedena jedinks tablets 5 ) :buumi Brikadi sastav
#  Proivvedena jedinks takbeta 17 Z‘m:‘u et Tt tabizta Prikadi sasta
# Proirvedena pedivks tableta 2 :mm tamnocrvena Prikadi sastew
. . Filerszer - -
#  Proizvedena jedinks tableta 2 " bajels tablets Prikai sastav
Transparent PYCF
- F Vanjiki spremnik :'i: 99903 Vaieie nepoznato "Wmﬁfm Stableta  Kutia
tablets fm ooated tablets
- Sprerninikc Blister

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




RMS: referential lists In use

Globalni

= Sifrarnici

Kategorije dokumenata

Opisi dokumenata

RMS - ATK klasifikacije

RMS - Domene

Anatomical Therapeutic Chemical classification system — Human

Domain

RMS - Driave

RMS - Farmaceutski oblici

RMS - Grupe farmaceutskih oblika

RMS - Jedinice mjere

RMS - Jedinice prezentacije

Country

Pharmaceutical Dose Form, Combined term, Combined Pharmaceutical Dose Form, Combination Package
Dosage Form Category

Units of Measurement

Units of Presentation

RMS - Jezici

RMS - Kategorije pakiranja
RMS - Mjesta izdavanja
RMS - Matini izdavanja

RMS - Operatori kolicine

Language

Container Category
Supply

Legal Status for the Supply

Quantity Operator

RMS - Putevi primjens

RMS - Registracijski statusi lijeka
RMS - Statusi lijeka na trZistu
RMS - Sifre izmjena

RMS - Uloge u EU postupcima

Routes and Methods of Administration
Regulatory Entitlement Status
Marketing Status

Variation Classification

EU Procedural Authority Role

RMS - Uvjeti éuvanja
RMS - Vrste pakiranja
RMS - Vrste sastojaka

RMS - Materijali

RMS - Vrste kombiniranog pribora

Special Precaution for Storage
Packaging

Ingredient Role

Material

Medical Device Legislative Category

RMS - Tip tvari

RMS - Vrste roka valjanosti

Substance type
Shelf Life Type

UNGCOM




RMS UNGCOM

In case when RMS list term is not localized, users will choose English terms
RMS and internal term versions are stored

If SPOR version is increased, all term attributes are updated in internal codebook, except internal
version.

vVvyy

» Internal version automatically increments in case when:
» Croatian localization of term has changed
» The term status changed from current or provisional to non-current or nullified

» Search engine enables searching and filtering data by either old or new term

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




RMS: Localized term versioning — indicators in Ul (1/2) UN#COM

» On all opened applications and medicines that have old term, term is not changing before
regulatory activities that are changing product information documents.

» Changed terms are indicated on status bar:

Pregled predmeta Osnovni podaci Sastav Pakiranja lzmjene Zaprimljena dokumentacija Ocjene Tijek cbrade predmeta U/ dokumenti . serija MNalog za fakturiranje

k] spremi & Odustani f*Status predmeta

Krowni lijek Betadine Klasa lijeka UP/I-530-09/14-02/307 Maziv lijeka Betadine 1% grgljaca
ATK klasifikacija RO2AA15, povidon jodirani Broj Odobrenja HR-H-815384810 () Nositelj odobrenja Alkaloid d.o.o.
lacina 1% Podnositel) zahtjeva Alkaloid d.o.o. Datumn zaprimanja 26.11.2020.

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




RMS: Localized term versioning — indicators in Ul (2/2) UN#COM

» Old terms are indicated Put primjene

with red letters where Farmaceutski oblik (ljeka) *|  grofiada (stara verzja) v =0E

they appear in Ul and in e ’

- ranuie za s rop-down list:
dI‘Op dOWﬂ IlStS Granule za suspenziu za injekciu old term in red letters
i e =R with explanation: "old term"

> In marketlng grafiaéa (stara verzia) ..( p

authorization case for Implantaciska matrica

Implantaciska pasta

neW MP’ Only new termS Implantaciska suspenzia

will be listed on all term Implantaciska tableta

4 Implantaciski anac

lIStS implantat

Implantat u napunjenoj Strcaliki
Impregnirana obloga
Impregnirani jastudic
Impregnirani uloZak

Infuzia

instant biini &3j

Intestinalni gel

intramamarna emulzja

Intramamarna mast e

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




OMS UNGCOM

» Internal Organizations repository
» used for different business processes,
» shared with other applications
» Qrganizations versioning implemented

» OMS API connection established — enabled linking of internal organization IDs
with OMS IDs

» Data cleansing — work in progress

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




OMS: Linking NRL organisations with OMS ORG and LOC IDs U IW(() M

Osnovni podaci Identifikatori Kontakt podaci Kontakt osoba Verzije podataka o subjektu
SPOR Lokacije
Subjekt: 402, Pliva Hrvatska d.o.0., Verzija: 1 e Drzava
Q Q Q
X Natrag - ORG-100001442 Pliva Hrvatska d.o.o. Croatia
Obavijesti Location ID Aktivno
Pravni subjekt il fizicka osoba +/ Pravni subjekt +/ Fizicka osoba Q s~
- LOC-100003105 N v
SPOR Organisation 1D ORG-100001442 Vrsta Naziv
ORG-100001442 Pliva Hrvatska d.o.o. L\\, Q Q Q / Oda... Jezik  Adresa Mjesto Poitanski broj
Puni naziv tvrtke ORG-100003348 Pliva Hrvatska d.0.0.
. N . o ] Q Q Q Q
ORG-100004041 Pliva Hrvatska d.o.o. /s Strucni savjet Strucni saylet - Plivacor 5 m
Skraceni naziv tvrtke [s KoJsp ) v A > en Prilaz Baruna Filipovica 25 Zagreb 10000
7’ Struéni savjet Struénigavjet - Ibuprofen o
Alternativni naziv /s Struéni savjet Strughi savjet - Azitromicin 3 > |br Rrilazlianipaliiiporicapd Zaggeh fooo
7’ Struéni savjet ucni savjet - Analgin/Alka S b Prilaz Baruna Filipoviéa 25 Zagreb 10000
Pravni oblik Druitvo s ograni¢enom odgovornoicéu E
/7 Struéni savjet Strucni savjet - Pliva (parace
Nadredeni subjekt #  Struéni savjet Struéni savjet - acetilsalicilat] . (EEIETTEE v
/7 Struéni savjet Strucni savjet - Acetilcistein
Driava Hrvatska s
7’ Struéni savjet Plivit D3 (kolekalciferal) - lin Oda... Jezik  Adresa Mjesto Poétanski broj
ElE SRR /7 Punomod Actavis Group PTC ehf. pun Q Q Q Q
SPOR status ACTIVE / Strucni savjet-Paracetamol 2 > en Prudnicka Cesta 54 Savski Marof Brdovec 10291
i ’ Teva GmbH za Pliva Hrvatsk _) hr Prudnicka Cesta 54 Savski Marof Brdovec 10291
Aktivno Aktivno
7’ Zahtjevi za izuzecem zbog B
Kreirala aplikacija MRL ili PKL Lokacua . Loc- 207 7

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




SMS UNGCOM

» Currently in use EUTCT list Substances (List ID: 100000075825)

» Data cleansing in progress:

> 0,3% terms (175 out of 61.308) were custom added:
v' 129 (74%) deactivated (replaced with EUTCT terms)

v 46 (26%) still active — will be replaced with EUTCT terms during regulatory activities that
are changing product information documents

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Challenges and our approach

Data model refactoring and
user interface redesign

Referential lists (RMS)

Organisations
(OMS)

Substances
(SMS)

Besides ISO IDMP system refactoring, the HeAL's
functionalities are regularly upgraded due to the changes
in regulatory and business process optimisation
requirements. Managing those two projects and
synchronising all the changes in IT system that is actively
used is challenging

EMA EU IG is expected to be updated and changes might
impact existing deliverables

Lack of ISO IDMP and FHIR experts

Internal codebooks with custom-added terms that should
be mapped and/or replaced with RMS terms

Data quality in OMS

Although synchronized with EUTCT Substances codebook,
internal codebook still have some custom-added terms

UNJCOM

DB and Ul refactoring of the HeAL IT system (in order to align with
ISO IDMP) is divided into development phases that could be
deployed to production independently and won’t disturb regular
system upgrades and business processes conducted in the HeAL
IT system

All changes in already finished DB and Ul refactoring will require
additional resources (time and financing)

Learning from each other:
* UNICOM knowledge sharing workshops
* Teaming with business experts and subject matter
experts
* Regular workshops with vendor

Term versioning and notifying HeAL business users about the
change, so that new term version could be used in regulatory
activity that is changing product information documents.

Linking internal organisations with OMS ORG IDs and LOC IDs and
taking OMS ORG data for organisations after verifying the
information is correct

Custom-added terms will be mapped and/or replaced with
substances from SMS during regulatory activity that is changing
product information documents.



Next steps

Database and
User interface

SMS, PMS

National MP
database (human)

UNGCOM

e Pharmaceutical Product reconstruction and preparation for PhPID
introduction

e Introducing all RMS referential lists according to in EU 1G requirements

e Continue with data cleansing / mapping / migration

e Linking organisations data with OMS Organisation and Location IDs

e Prepare FHIR messages for synchronisation of substances data and for data
exchange with PMS

e Participate in preparing Functional requirements specification for National MP
database (e-lijekovi)

* Prepare services for daily synchronisation with National MP database



mu Cnacnﬁo

diolch
paldies a n kl | - u;pb»hn h

shukranterlma kasih ® a dank kHtOS

tack

xiexie merci d k u
;b:';:cro z e grazie nandri
dékujl

tefimakaslh ngiya b”'q“t AﬂKyIO thal(you
ropaps

. Lo k
ta k 0 b g a d O geacﬁ takkoszonom dﬂekukt?vah

danke choukrane a¥ _ terima kasih

daku;em

takk

18 acio
deé; E iﬁ ite d'éa‘t(buji
asxyo W arigato pya1a
grazzi " - - — e takk
il |
aace il IS tack
falemmderlt‘ri:ﬁ‘éa’-"o naropapsi

tanan 6narop.apn

m:aggrllg r a G{] a s b

cnacu&o
kop khun @ XBaJ1AZ""A

raagrigato.

lesckkur ederim dhanyavad

“*shukran

hvala
diolch

xiexié

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299

UNGCOM




	Diapositive 1 UNICOM KNOWLEDGE TRANSFER WEBINAR  HALMED (Croatia): Progress of refactoring the HeAL system
	Diapositive 2 Agenda
	Diapositive 3 Introduction
	Diapositive 4 Introduction
	Diapositive 5 HeAL - the IT system for core business processes
	Diapositive 6 HeAL - Central IT system for core business processes
	Diapositive 7
	Diapositive 8 HALMED Project timeline
	Diapositive 9 Refactoring of the HeAL system
	Diapositive 10 Medicines registry data model refactoring
	Diapositive 11 Transition strategy: Packaged Medicinal Product
	Diapositive 12 Example: Qlaira
	Diapositive 13 Packaged Medicinal Product (PMP) - user interface and level of information before refactoring
	Diapositive 14 Packaged Medicinal Product (PMP) - user interface and level of information after refactoring
	Diapositive 15 PMP: Top-level packaging item
	Diapositive 16 Pop-up New top-level package Item (outer packaging)
	Diapositive 17 PMP: Adding new Container
	Diapositive 18 Pop-up: New Container
	Diapositive 19 PMP: Shelf life and Special precautions for storage
	Diapositive 20 Pop-up: Shelf life and Special precautions for storage
	Diapositive 21 PMP: Manufactured Items
	Diapositive 22 Pop-up: New Manufactured Item
	Diapositive 23 Manufactured item composition
	Diapositive 24 PMP: Adding new Device
	Diapositive 26 RMS: referential lists in use
	Diapositive 27 RMS
	Diapositive 28 RMS: Localized term versioning – indicators in UI (1/2)
	Diapositive 29 RMS: Localized term versioning – indicators in UI (2/2)
	Diapositive 30 OMS
	Diapositive 31 OMS: Linking NRL organisations with OMS ORG and LOC IDs
	Diapositive 32 SMS
	Diapositive 33 Challenges and our approach
	Diapositive 34 Next steps
	Diapositive 35

