H ENAPMONIZH TON KANONIZTIKQN
PYOMIZEQN IlNA TA DAPMAKA ZTHN
EYPQITAIKH ENQZH KAl lMTAFKOZMIQZ

[EWPYLOG-ZTEPAVOC ZOUHEAAC
YmeuBuvog PubpiloTikwy YTOBEGEwWY
dappakomolog, MSc
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[MAnBuopiakn moikiAopopela

OFFT

GROUP OF PHARMACEUTICAL COMPANIES
r 14

rEUOYPCI(PlKC"S Elcodnuatika kptrrpla Emimedo avamtuéng
TTPOGOLOPIOHOG

10%

¥

= More developed

4

= High-income countries

m Africa m Asia
= Europe HLATAM
® North America ® Oceania

= Middle-income countries “ Least developed

= Low-income countries = Less developed, rest

*https://population.un.org/wpp/DataQuery/
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MNaykoopiog Opyaviopog

Gapuakwy - Emtevypata

>
>

ey VNN

UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY

OFFT

GROUP OF PHARMACEUTICAL COMPANIES

[lpotumoToinon - ZUCTNHATIKN Kataypa®n

Alebvng Ta&ivopnon twv Noonpatwy (International
Classification of Diseases)

KataAoyog Bactkwyv @appakwy tou NMNOY (WHO
Essential Medicines List)

Acpaln Kal armoTeEAECHATIKA EUBOALA Kal pApUaKa -
Prequalification programme

KateuBuvtnpleg YPAPHEC KAl CUPBOUAEC GXETIKA PE TNV
TPOANWYN Kal tn Bepameia KATAOTACEWY UYEIAC TTOU

Kupaivovtal amo to acbua Kat tTnv nmatitida £wg Tov
UTTOCLTIOHO Kal to Zika

~— —— Dappakomoldg, MSc |[|teurMbeq
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Maykoopiog Opyaviopog

dapudkwy - Emrtevuyuata Ill
pH YH T

GROUP OF PHARMACEUTICAL COMPANIES

» MNaykoopla mPOTUTIA Yid TNV TOLOTNTA TOU aEpa Kdl
TWV UOATWY

» Alaypappata Uyoug Kat Bapoucg yia ta matdid
» WHO’s Global Health Observatory

A A

U N |_PH AR M A Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
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International Council for
Harmonisation (ICH)

GROUP OF PHARMACEUTICAL COMPANIES

» Ye KGOe ayopd mmm=) cUVOETO MAAICIO VOHWY,
Oladlkaoclwy, Kateubuvtnpiwv odnylwy mou pubula
avamtuén, mapaywyn Kat labson twv
(PAPHAKEUTIKWY TIPOLOVTWYV

> MeyaAeg SlagopEC oTIC KavovIoTIKEG ATTAITNOELCG
KataomataAnon mopwy

» 1990 mmm=) ‘|Gpuon oTIC BpuEEAAEC peTay
PUBULOTIKWY ApXWV KAl EKTTPOCWTIWY TWV
Blopnxaviwv Eupwtng, ApePIKNG Kal lamwviag

» Opiotnkav ot Bacikol topeic Quality, Safety & Efficacy

ey VNN

UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
dappakomolog, MSc
A nterled
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International Council for
Harmonisation (ICH)

» 2015 mmmm) 1o [CH avamtuxdnke wg opydavwon Kat
neptAapBavel mAcov 16 MéAn (BRA, EU, USA, JP, CAN,
SG, KR, CH, PRC, ROC cuv EmayyeApatikeg Evwoelg
PhRMA, IGBA, EFPIA, BIO, Global Self-Care
Federation, JPMA) kat 32 mapatnpnteg (EDQM, USP,
WHO, TGA, PIC/S, CIOMS, ASEAN KTA).

ey VNN
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International Council for

j;‘[f;
Harmonisation (ICH)

» H amootoAn tou ICH mm=) psyaAltepn evappovion
TEXVIKWY ATAITNCEWY TAYKOOU WG Emmm) avamtuén Kalt
EYKPLON AGPAAWY, ATOTEAECHATIKWY KAl UYNANG

TOLOTNTAC PAPHAKWY HPE TOV TAEOV ATTOOOTIKO TPOTIO

» Avamtu€n Kateubuvtnplwy YPAPHWY HECW HIAC
Oladlkaciag EMOTNHOVIKNG ouvVaiveong

» EmolkodopunTIKOC OIAAOYOC OXETIKA PE EMOTNHOVIKA
Ocpata HETAEU PUBUICTIKWY ApXWV KAl (PAPHAKEUTIKNG
Blopynxaviag

» E@pappoyn Kal eVowpatwon Kowwy TPoTuTwy

» Afopeuon Twv pubpIoTIKWY apxwv twv ICH va
EPAPHOCOUYV TIG TEAIKEG KATEUBUVTNPLEG YPAPMEC

/ \
UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
dappakomolog, MSc
A nterled
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ICH Management
Committee

ICH Working Groups

QSEM

MedDRA Management
Committee

ICH Secretariat ICH Coordinators




ICH - EmteUypata *
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» QESM
» CTD
» MedDRA

» GCP

A A
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ICH - EmrteUypata *
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GROUP OF PHARMACEUTICAL COMPANIES

» QESM

A A
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>
>

» Quality 24 (Stability, Analytical validation,
Impurities, GMP for APIs, Pharmaceutical
development, Dissolution, Pharmacopoeia methods)

» Efficacy 21(GCP, Clinical trials in Pediatric/Geriatric
population, Pharmacovigilance)

» Multidisciplinary 7 (MedDRA, CTD/eCTD,

biowaivers)
— —
__ I-PHARMA Mewpylog-2Té@avog 2oupéAag, YmeuBuvog PubuioTikwy YmoBioewy
Gappakonoisg, Msc
. L
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ICH - Emteuypata *
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» CTD
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Common Technical ’i’».
Document - CTD »':.

OFET

GROUP OF PHARMACEUTICAL COMPANIES

» ‘OAeC ol TANPOWOPLEC OXETIKA pe Molotnta,
ATIOTEAEOUATIKOTNTA KAl AGPAAELA OE £vA KOLVO,
EVAPHOVICHEVO HOPPOTUTIO AVAYVWPICHEVO ATIO
PubpuioTikeG ApXxeC o€ OAEC TIC TEpLOXEC Tou ICH

UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
®appakomoldg, MSc
\ ,

Pharmaceutical Laboratories S.A.




CTD

OFFT

GROUP OF PHARMACEUTICAL COMPANIES

» Module 1: AloIKNTIKEC TANPOWOPILES (KN
EVAPHOVICHEVO)

» Module 2: MNepANYELC TTOLOTNTAC, ACPAAELAC KAl
ATOTEAECHUATIKOTNTAG

» Module 3: Mototnta - PappaAKOXNHUIKO HEPOC
» Module 4: Mn KAWVIKEC HEAETEC
» Module 5: KAVIKEG HEAETEC

/ \
UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
dappakomolog, MSc
A nterled
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CTD

OFET

GROUP OF PHARMACEUTICAL COMPANIES

Not part
of the CTD

Module 2

"""""""""" ; The CTD
Non-clinical
summary

N

—
UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
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eCTD

OFFT

GROUP OF PHARMACEUTICAL COMPANIES

» MetdBaon oto electronic Common Technical
Document format (eCTD)

» EmMTPETEL TNV NAEKTPOVIKN UTTOBOAN TOU KOlvou
TEXVIKOU £YYPAPOU aATIO TOV AlTOUVTd OTIC APXEC

» To popwotuno eCTD eival UTTOXPEWTIKO Yld OAOUC
TOUC Ttumouc uttoBoAng mou oxetiovtal pe tnv Adsla
KukAo@opiag yla mpolovta o€ OAEC TIC OLadIKACIES TNG
EE (KevtplKEC, ATTOKEVIPWHEVEC Kal ApoiBaiag
Avayvwplong)

» Amo 01.07.2018 umroxpewTIKO Kal yia EOvikEC
OladIKaoieg
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» MedDRA
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Medical Dictionary for
Regulatory Activities - MedDRA ET

GROUP OF PHARMACEUTICAL COMPANIES

u' MedDRA

> lowaitepa eEEIOIKEUPEVN TUTTOTIOLNHEVN LATPLKN
opoAoyia yla tn OleuKOAuveon tng avtaAAayng
KAVOVIOTIKWY TTANPOPOPLWV

» To 1o OladedOPEVO LATPLKO AEEIKO I
‘

» ‘EYkplon, TeEKpnplwon Kat mapakoAoubnon tng
ACPAAELAC TWV LATPIKWY TTPOLOVTWY TOCO TPV 000 Kdal
HETA TN O1dBeon €vOC TPOLOVTOC 6TV ayopd

ey VNN
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ICH - Emteuypata *
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» GCP
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Good Clinical Practice -

GROUP OF PHARMACEUTICAL COMPANIES

» Apxeg OpOnc KAwvikng MNpaktikng - E6 Guidelines

» Alac@aAilel 0Tl ol KAWVIKEG HEAETEC TTOU £XOUV
Ole€axOei og pia meploxn tou ICH yivovtal amodeKTEC
0€ OAEC TIC TTEPLOXEC KaBopilovtag Kolva mpoTuTa
00OV aopa oTNV EMOTAMN KAl TNV NOIKN

» Alvel tn dlaBeBaiwon 0Tl Ol CUPPETEXOVTEC

TpootatevovTal KAl Td amoteAEopata sivat e€icou
aflomota aveEaptnta PE To HEPOC OLlEEaywyng
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dappakomolog, MSc
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Evappovion otnv mpagn -
loxuel?

GROUP OF PHARMACEUTICAL COMPANIES

» MapoAa autd ToAAEC akopa OlALTEPOTNTES avd ToV
KOGHO

» 2e Apepikn, lamwvia, BpaliAia, N.Kopea, Pwoida,
>aoudikn ApaBia xpetaletal emBewpnon GMP amo
ApPXEC

» 2e lanmwvia, N.Kopea, Me€iko, Kiva, Ivdia xpelaletat
KALWVIKN PHEAETN TTOU va TEPIAAUBAVEL YNYEVEICS

» 2e Aatwvikn Apepikn, lamwvia, N.Kopea, Pwoida,
Bletvap petagppacn 0AOU TOU (PAKEAOU GE YAWoOod

/ \
UN I-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
dappakomolog, MSc
A A Interled
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Eupwmdikn ‘Evwon

GROUP OF QMEEUEI(:!_(OMPANIES
» Eupwraikn Emtponn (European Commission)
» Eupwraikog Opyaviopog @appakwy (EMA)

» Committee for Medicinal Products for Human Use
(CHMP)

» Co-ordination Group for Mutual Recognition and
Decentralised procedures - Human (CMDh)

» PRAC
» EBVIKEC ApXEC

ey VNN
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European Economic
Area = EEA

EU & 3 countries
(NO, IC, LI) (6 Mill)

Brexit = without UK:
A 27 countries
- |~ 450 million people




polski

espaiol portugues
dansk
| Gbnrapcku
romana :
J eesti keel

eEAAnVIKG English

francais .

slovenscina

slovencina

Gaeilge italiano

y——

Malti

lietuviy
kalba

Nederlands

Labeling
PIL/ SmPC

svenska




National Health Authorities in each Member State

3SNS HPRAC} b

lo masionaie dp «laeid & mddearant

Rﬂimm #25ais An tUdarés Rialala Tairgi Slainte

Health Procucts Requlatory Authority

PP AFA #sMHRA

Fequiaing Wedc et and Meden Covrm

The European Medicines Agency
e Partners national competent authorities

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH




EE - Emrteuypata
EVKPITIKEC O1aOIKAGIEG

GROUP OF PHARMACEUTICAL COMPANIES

» EBvikn diadikaocia (National procedure) - aitnon
OE OUYKEKPIPEVO Kpdtog-MEAog (KM)

» Amokevtpwpevn otadikacia (DCP) - aitnon o€
TEPLOCOTEPA TOU £VOC KM Tautoxpova

» Awadikacia apoiBaiag avayvwpiong (MRP) - aitnon
O€ TEPLOCOTEPA TOU £VOC KM tautoxpova.
MpoumoBeon va umapxel NN AK o KM

» Kevipkn oladikaoia - aitnon oe EMA kat £ykplon
Tautoxpova o€ 0An tnv EE (peow EC)

ey VNN
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MA application in a
single MS

MR & DC
Procedures

Centralised
Authorisation
Procedure

—d A

UNI-PHARMA
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National MA

National MA In
more than one
MS

Community MA

National
Competent
Authority

CMDh

EMA/ CHMP



Table 1. Flow Chart of the Decentralised Procedure

Pre-procedural Step

Before Day -14

Applicant discussions with RMS
RMS allocates procedure number., Creation in CTS.

Submission of the dossier to the RMS and CMSs

L Validation of the application. Positive validation should only be indicated in CTS, not via e-mail.

Assessment step I

Day 0 RMS starts the procedure. The CMS are informed via CTS.

Day 70 EhMS FDTva|'<1s the Preliminary Assessment Report (PraR) (including comments on SmPC, PL and labelling) on the dossier to the CMSs and

e applican

Until Day 100 CMSs ;elnd their comments to the RMS, CMSs and applicant. It may also be sufficient for the CMS to indicate in CTS only in case there are
no additional comments

Until Day 105 Consultation between RMS and CMSs and applicant. _ . .
If consensus not reached RMS stops the clock to allow applicant to supplement the dossier and respond to the questions.

Clock-off period Applicant may send draft responses to the RMS a_nd_ agree5_the date with the RMS for submission of the final response. Applicant sends the
final response document to the RMS and CMSs within a peried of 3 months, which can be extended by a further 3 months.

Day 106 RMS restarts the procedure following the receipt of a valid response or expiry of the agreed clock-stop period i a response has not been
received, The CMS are informed via e-mail and CTS will be updated accordingly.

Assessment step IT

Day 120 (Day 0) RMS sends the DAR, draft SmPC, draft labelling and draft PL to CMSs and the applicant

Day 145 (Day 25) CMSs send comments to RMS, CMSs and the applicant. It may also be sufficient for the CMS to indicate in CTS only in case there are no

- additional comments,

RMS may close procedure if consensus reached

Day 150 (Day 30) Proceed to national 30 days step for granting MA

Day 160 Applicant sends the response document to CMSs and RMS

Until 180 (Day 60)

If consensus is not reached by day 130, RMS to communicate outstanding issues with applicant, receive any additional clarification, prepare
a short report and forward it to the CMSs and the applicant

Day 195 (at the latest)

A Break-Qut Session (BOS) may be held at the European Medicines Agency with the involved MSs to reach consensus on the major
outstanding issues

Between Day 195 and Day 210

RMS consults with the CMSs and the applicant fo discuss the remaining comments raised.

Day 210 (Day 90)

If consensus is reached:
- In case of positive position from RMS, Closure of the procedure including CMSs approval of assessment repart, SmPC, labelling and PL
and proceed to national 30 days step for granting the MA.
- In case of negative position from the RMS, Closure of the procedure negatively. The End of Procedure letter plus final Day 210
overview AR is circulated.
If consensus is not reached:
In case of negative position from CMS, CMS notify the RMS, the other CMSs, applicant and the secretaniat of the Co-ordination group.
Referral to the Co-ordination group.




EE - Emtevypata
EVKPITIKEG O1aOIKAGIEG

OFFT

GROUP OF PHARMACEUTICAL COMPANIES

» [POTUTIO GUVOOEUTIKNG ETTIOTOANG TTAPEXETAL ATIO
tnv CMDh otnv totooeAida tou HMA yia DCP/MRP
Oladlkacieg Kal otnv otooeAida tou EMA yia
KEVIPIKEC OLAOLKACIEC

» H aitnon eivat mAEov HOVO NAEKTPOVIKN (e-
Application Form) Mpotuma attnoswy €ivat
dnpooleupEva otny lotooeAida tou EMA

» Kowvo amobetnpto CESP

» European reference product (generics)

ey VNN

UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
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EE - Emtevypata
QRD

i DLEL
» MeplAnYn TWV XAPAKTNPLOTIKWY TOU TTPOLOVTOC,
emonuavon Kat UAAo odnytwyv. Ot appodLeg
eOVIKEC apxeC (HMA) kat o EMA €xouv dnpooteuoel

TpOTUTIa 0€ OAEC TIC YAwooeg tng EE yia tnv
Tapouciacn Twv TANPOPOPLAKWY KEIMEVWY YId TO
mpotov (QRD template)

/ \
UNI-PHARMA Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
dappakomolog, MSc
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EE - Emtevypata
Mpoypappata EMA

OFET
> OepameuTikn avaykn mou Oev exel KaAu@Oel (unmet medica
need)

» PRIME m==) gvioxuon tng umootiplEng yla tnv avantuén
PApUAKwY mmm) aAANAeTTiOpacn amo To oTddlo avantuéng
HEXPL KAl TNV £YKPLON

» Accelerated assessment mm=) taxeia afloAoynon 210 o€ 150
NUEPEG

» Conditional marketing authorization mms) adeia KukAowopiag
UTTO aipeon XwpPig TANPN PAKEAO Yl Eva XPOVO HE ETNOLA
Avavewon, HEXPL TNV OAOKANPWON TWV KALVIKWY HEAETWYV

» Op@ava gappaka mmm) Kivntpa (protocol assistance, market
exclusivity, fee reductions)
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EE - Emtevypata

dapuakoemaypumvnon

>
>

OFET

GROUP OF PHARMACEUTICAL COMPANIES

Pharmacovigilance Risk Assessment Committee (PRAC)

AEloAoynon Kat mapakoAoubnon TNg acPAaAElag Twyv
PAPHAKWY Yla avlpwivn Xxpnon

Avixveuon, eAaXIoTOmoinon Kal EMKOVWVIa Tou KivOuvou
AVETOUPNTWY EVEPYELWY

>XeOlAOPOC Kal afloAOynon HETEYKPITIKWY HEAETWYV
acPaAelag

JUCTAOCELC OXETIKA PE {NTAPATA PAPHAKOETAYPUTIVNONG
oc CHMP, CMDh, EMA

» RMP/PSUR mpotuna
» Kowvnr Bdon Eudravigilance B=) AE, mpoiovta
i -
__ Fewpylog-XTéavog ZoupeAag, YmelBuvog PUBUIOTIKWY YTTOBEGEWY
w PHARM/A Dappakomoldg, MSc |[|teurMbeg
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EE - Emrteuypata
Weudemiypawpa papuaka

» loxupo Voulko mAaioto yia tTnv adelodotnon, mapaywyn
Kat dlavopn gappakwy (Directive on falsified medicines

for human use)

» Amd 07.2013mmm) OAEG 0l OPACTIKEG OUGIES TTOU
mapayovtal eKtog EE kat eloayovtal otnv EE mpEmel va
ouvodeuovtal amo ypamtn emBeBaiwon amo tn
PUBUIOTIKN apxn TnNg Xwpag e€aywyng (written
confirmation)

» ‘Ekdoon ava £pyoctdolo TapacKEUNG Kal ava 0pacTiKi
oucia

» Alac@alion 0TI Tnpouvtdl TPoTuTIa 0pOng
TAPACKEUAOTIKNG TPAKTIKNG (GMP) 1codUvapa pe ekeiva
TTou 1oxuouv otnyv EE
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EE - Emtevuypata
Weudemiypawpa papuakad

wnDLEL

» Am6 09.02.2019 ===) OAa ta pAPHAKA
UTTOXPEWTIKA XAPAKTNPLOTIKA ACPAAELAC
(PAPHAKWYV: HOVAOIKO avayvwpPLoTIKO (YPAUUIKO
KWOIKA 2 OlacTACEWY) KAl CUCKEUN KATA TNG
mapaBiacng (Safety features of medicine: unique
identifier and an anti-tampering device)

» Metagoptwon o€ KEVIPIKO amoBetnplo tng EE
(EMVO)

ey VNN
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EE - Emrevypata
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FEE MODEL TYPES

¥ Fat Fee Model
Adjusted Flat Fee Model

MA based model
MA & Turnover based model

Turnover based model

« Micro MAH » Model

Mixed model

Volume & Tumover based model

Not in process yet

New EMVO Contribution included
-

Application of annual fees earlier than 4 *
2019




Evappévion otnv mpdén -
loxuel?

OFFT

GROUP OF PHARMACEUTICAL COMPANIES

» MNoAwvia =) EmMKUpWPEVO aVTiypapo ToU PNTPWOoU Tou
EBEA kat Tuxov £mMoToANng e€ouctodotTnong

» ltaAia, MoptoyaAia, ZAoBakia, Ouyyapia, lomavia =)
KataBeon peow National portal

» EAAGda, Kumpog, MoAwvia, 2AoBakia, Astovia mms)
KataBeon cuvodeUTIKNG EMIOTOANG N/ Kat Aitnong o€

EVTUTIN Hop®n

» EAAGda, 2AoBakia, lomavia ==) EmiotoAn n/kat Aitnon
otnv EBvikn yAwooa

» EAANGOa===) Avtiypago kataxwpnong onpatog (trademark)
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March 2018
CMDh/043/ 2007/ Rev. 15

Data requested for New Applications in the MRP/DCP which are not stated in the current EU legislation and/or in Volume 2B, Presentation

and format of the dossier Common Technical Document (CTD) and/or in the EEA approved Guidelines/Recommendation papers

Member States who are not mentioned in the table below do not request additional data.

For number and format requirements on submissions for New Applications within MRP, DCP and National Procedures, including requirements for signed paper copies of eAF and cover
letter, please refer to the published document "Requirements on submissions {(number and format) for New MA Applications within MRP, DCP or National procedures™ at the CMDh

website (eSubmissions).

Additional DATA requested BE EL |ES |FR | HR | HU LV |PL| PT | RO | SK

Statement for the MA transfer to local subsidiary [SK Driainallg signed) - X | - - - - - - - - X

A certii COpY 2 ma ing authorisation gran y the RMS - - - - - - - - - - -

An original or certified copy of the Contract between MAH and responsible of batch release [ manufacturer [ importer [ legal representative. R N - R ] _ _

BG: A copy of the contract is sufficient. -

‘Application form signed by the MAH of_the medicinal product in the RMS - -1 -1- - - - | - - - -

The persen responsible for placing the product on the market in France (so called "exploitant” in French) should be specified, _ - x - _ | - _ _

knowing that this "exploitant”™ should be a pharmaceutical site

Pharmacovigilance responsible in National Territory *

HR: Proof that the future MAH has responsible person for Pharmacovigilance seated in Croatia authorised by the Agency or proof that application for hisfher approval ¥ x| x| x| x B N I _

has been submitted to the Agency

CY¥: Contact person for pharmacovigilance and sdientific services living in rus (validation issue which stops the start of a procedure)

Copy of pi i entreprensurs).

Not older than & months, English or Croatian translation. In case future MAH and the applicant are not the same legal entity then the aforementioned document is also - -l -1-1% - -l -1-1- -

reguired for the future MAH

Original or copy signed by Motary Public of updated extract from the register of entrepreneurs for proposed MAH for Poland(max. & months)/Slovakia (not older than 3 _ T - _ S x _ X

years and only in case SUKL does not have original version or copy signed by Notary Public) -

It has to be proved that the applicant and proposed MAH in Poland are taken as one entity according to commission communication 98/C 229/03. (original) - -1 -1-1- - - | X -1 -

Annex 3.4 Letter of authorisation for communication on beha the applicant/MAH(the signatures must cially authentica a notary or

Administrative official).

SK: Letter of authorisation for person/company residing in the Slovak Republic authorized by the MAH o represent and act in the name of the MAH should be submitted | - -1 -1 - - X - | % x| %

in the national phase at the latest. Signed by person listed in the extract from the register of entrepreneurs. -

HU: Power of attormey-local agent for service of process

Annex 5.4 Letter of autherisation for communication on behalf of the applicant/MAH {eriginal or certified copy):

-Letter of autherisation by the responsible person of the applicant to the person responsible for submission of application, signing the application form and

communication on behalf of the applicant during the pm-nﬁ:r:.lre ; I I TR ] ]

-Letter of autherisation by the responsible person of the applicant to the person responsible for submission of application, signing the application form and -

communication on behalf of the applicant after authorisation

{Please note that each responsible person for communication also has to be autharised by the responsible person of the legal entity where he or she is employed)

Letter of authorisation by the responsible person of the future MAH to the applicant for submission of application on his behalf (in case the applicant and future MAH are | _ N R ] _ _

not the same legal entity) (original or certified copy) -

Confirmation of the identical dossier with an original signature - - - - K Ll x| -

Dedarstion of patent and data ExclIJSI\I'It'p' - - - - - X - - - - -
- X - - - - - - - - X

Cover letter(a standard one), in Croatian language wit onglna signature(to be submi separately for each dnse and pharmaceutical form) - -1 -1- % - - | - - - -

MNational Data Base should be completed - - | ® ] - - - - - i - -

Annex 5.22 with origina' signature - - - - - - Xl - X -

Greek authorities require the Trade mark of the product to be submitted with the new application - xl-1-1- - -t -1-1-1-

All Annexes to the Application Form and Statements must be submitted in original or as legalised copy. This requirement applies for national procedures and for MRP'S B T _ B | _ _

and DCP's when Italy acts as RMS

All documents should be in Lithuanian or English copies and translations of the documents [proof of establishments, manufacturing authorisations, GMP certificates) R N R ] _ _

should be legalised(notarized or certified) -

Written statement thE future MAH if not seated in Croatia) naming its local representative seated in Croatia with the contact details - -1 -1- X - -1 - - - -

[¥] i ing [not as validation issue) X - - - - - - - - - -

T‘hls Is not a validation issue, which stops the start of & procedure

® It s notified togather with the MA but not blocking the liensing

* Thee ariginal PaA and Lo for each procedure IS anly necessary in case SUKL does not have M erigingl version of general Pas snd Lo of Beting parties.
*1If not mentioned in the signed cover lether
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"Blue - Box” requirements
Additional information on labelling/package leaflet that may be required nationally in accordance with
Articles 57 and 62 of Directive 2001/83/EC as amended is outlined below.

These requirements apply to products authorised via a National, Mutual Recognition or Decentralised
Procedure only.

“Blug-box” mquiament

CMWDhIE2M1E Page 1/6T

GREECE (EL)

Additional Requirements for the Labelling

Price
The price is required on the labelling.

Reimbursement
The rexmbursement conditions are not required on the labelling.

Legal Status

If any of the sub-categones appear in the decision they are to be stated on the labelling.

Specific national provisions [defined by the National Organization for Medicimes (EOF ) or by
the Mmmstry of Health and Welfare in comphiance with SmPC requirements and concerning
either medicinal products subject to special medical prescription or medicinal products subject to
restricted prescription] must appear on the labelling.

For mstance, medicial products subject to medical prescription (parcotics) must have a
letter/code assigned by the Mimstry of Health and Welfare with special colour (red or green)
according to the assigned classification.

For medicinal products classified as narcotics according to Greek Law 3459/2006 as amended:

Section / Explanation Greek text required on English translation
the labelling
Products belonging to List . . .
B musct be mgﬁ:safin B, yopmyeivm pe s1duai B, to be dispensed
red Jett ooyt Nopromay with special
s Pprescription for
narcotics
Products belonging to the - . }

;.ons ufonugsltﬂ];_; gust B, yopiyeivm pe ooviay)|  BI. to be dispensed
;‘:"EP ns ol tou N. 3450/2006 with prescription of
be mentioned in green Law 3459/2006
Products belonging to hist . o -

P ot | Tomoim oo | T, b el
red lett ouvray Nopromnkay with special

o= prescription for

narcotics
mm&snsmﬂmﬁﬂ# gu::e T'E yopryeitm pe owvray | [E to be dispensed
;‘:"EP ns ol tou N. 3459/2006 with prescription of
] mentioned in green Law 3459/2006
Products belonging to list - . .
" . A yopryeiTo e GUVTOVT A, to be dispensed

Amustbe mentioned in | 1y N. 34592006 with prescription of
Ereen etters Law 3459/2006
For medicinal products restncted to hospital use:
“Blio-box™ mquirament: CMDB2IE2 Page 28467
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Thank you for your attention!

Value to patients, responsibility to society
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PLEASE DON'T
WASTE THE
DOCToR'S
TIMNE WITH
QUESTIONS
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