Priprava artworkov
pre obaly a PIL
z pohlPadu MAH

PharmDr. Katarina Tomovéa
01-Apr-2025, Registracia liekov SR, Bratislava
Prehlasenie:

Tato prednaska je prezentované vyhradne v mojom osobnom mene a neodraza nazory ani stanoviska mojej spolo¢nosti. Prezentované

informaécie st poskytované na informacéné Gcely a nemaja byt povazované za oficidlne poradenstvo alebo odportcania.
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I. Artwork / Mock-up

Artwork

v'dvojrozmerny graficky navrh, ktory sa umiestnuje na obalovy material/PIL

v'pripraveny v spolupraci s vyrobnym miestom/grafickou agenttirou

Technical data
v'Die Cut Layout (vyrezy, zony anti-tampering evidence, lackquer/text free zones)
v'pozicia Braille, pozicia prefixov (Batch No./Lot, EXP, serial number...)

v'materialové cisla vyrobného miesta a = Batch number

b = Expiry date

¢ = Manufacturing date

d = Price / Samples / Clinic (only et &
applicable when online print ooy L
possible) e

Legenda e = Serial number (only in place for

serialized products)

f = Product code/GTIN (only in place for serialized products)

v'technické udaje
v'datum, unikatny kod, cislo verzie (dohl'adatelnost/sledovatel'nost)

v’$pecifikacie k farbam, grafickym prvkom, symbolom, piktogramom

Mock-up

v'dvojrozmerny plnofarebny graficky
navrh vnatorného a vonkajsieho obalu,
z ktorého po vystrihnuti a poskladani
ziskame presnu trojrozmerni kopiu

vnutorného a vonkajsieho obalu lieku

v'sucast registracnej dokumentacie

Number 132

Title Mock-up
Element m1-3-2-mockup
Directory m1/eu/13-pi/132-mockup

v'Prehlasenie o jeho predlozeni
v priebehu hodnotenia / Cestné
prehlasenie o jeho dodani pred
uvedenim lieku na trh,

resp. v dostatoénom ¢asovom

predstihu na jeho postidenie



I. Artwork / Mock-up

File information

GMID code: Kxxx

Plant PM code: Koxxx

Second Plant PM code:  Xxxx

Version of artwork: Xxxx

PM type: Kxxx

Market: K

Format: KXY 3 XXX mm

Issue date of artwork: )00/ Xxx/201X

Print colors: Color 1 Color 2 Color 3
Color 4 Color 5 Color &
Color 7 Collor 8 Color 9

Number of print colors: X

Used font: X

Min. font size: X I VDR size: X

Technical colors

cut-Legendcase

Free area

Lacquer-free Braille

PRINTING INFO FORMAT: 254 x262mm __ PRINTING: xx MIN, DOT: xx % SUBSTRATExx EAN SIZE:80 GUARANTEED MIN. "x" SIZE ( %™ 7 pt GMID: 892423 (alt 839968)
CREATED BY DESIGNER: MK ARTWORK: KP LAST CORRECT:KP IMAGE: 5P PRE-PRESSA ot smpodpeam st schbnl i, ‘”’g;“’ﬂ* ot o Version: 0
o/ Erstellt : 05.07.2023 A.Schmitz
ART DTP ACCOUNT et ——
APPROVED BY / SIGNATURE DIRECTOR: OPERATOR MANAGER: ol Abmessung: 61x61x 141 mm
AUXILIARY COLOURS I orawine [ ovENSION BRAILLE EMBOSSING CLEENT Code 728
COLOURS I cven I vAGENTA vettow [l siack [ PANT. 2747 C O UARNISH Farbe 1 CyanC ]
UV VARNISH Farbe 2: Magenta C |
Z divadu zachovéni barevnosti priradte pfi ofevirani pillozeny ICC profil. Trapping neni nastaven. VYTISK JE VEETNE TECHNICKEHO VYKRESU (je vyznagen primou barvou), KTERY NENI SOUGASTI TISKUI NETISKNOUT!
Podklady pro tisk jsou vytvofené v programu Adobe llustrator CC. Ukladanim do nizsich verzi lustratoru ztréci data dole3ité atributy tisku. / When opening the file use included ICC profiles. Not trapped. THE PROOF CONTAINS Farbe 3: ]
THE TECHNICAL DRAWING IN SPECIAL SPOT COLOUR. DO NOT PRINT IT! Supplied printing data are created in Adobe Ilustrator CC. Saving files into older versions of lllustrator causes loss of important printing atiributes.
[Z] Xjairus eshodau gordu agaich v e oyt i | BN vijadn Mt 3 w2 kiny ey e progecen - asiercharges Al .
1) Priwni vatahy mezi fiskémou (zholovitelem) a Kiisntem (objednatelem) se E:uzammdem Kk provedeni dla. etz nohocnd m&my neo pyn(y"‘y i vapesc agarhry policngch K m};me{u vad mpvym fen \ Farbe 4. Schwarz C L
Tl s, § 258 8 il ot zonk (Gl o 0. e oYk ichdm v k. ki poora o posadovanjih podklac pro skému).
2phhomacnina Hientam piadat iskmé podklady pro vhotoven! dla— sk a .
v':m:s eyt p;ﬂmvnfmpdnﬂ od pledin mkl;ag ohamé ylo podiady dle  providén! v pezbyiném rozsahu pfenit do duhy vymﬂry‘ vicl nebo zmény 3w Farbe 5: Pantone 2747 C [ |
Zadavh BsKimy upravov. e bitwes he pr iabk fealires
) Agenura vpcaorie. 28 zakdcku zadiv ki, ko o adinym vo i poulim fecanjc vic  danich pokyn Nesgnbi 160 porst - ek scbrr are e b ricks 296 and Ihnhhmﬂsvﬂu Cvlmu(by ot provded as o Mskuciors ghen by e werk s, I
sl vatahu  fskamou, Z Echo divodd neni a;enmmnp-mem kupi. tikima_odporidé 23 vady dla zpischens pouskim nevhodnjeh véci the Conlrat orWork). T agency s authried byt clien o providethe prin - unsuiatlinifisent data o insiuchions compronise e priniing process on
il sia s s 2 andras v zszon Ve funy v i obfalhmiagenu et pokynd i e (1, :m.sukwh e b i bk prcon = b nd U s o i o g o el e g pcess o B
tono it (nagk, souled barewnost, sprévicet et a Nevrdceni warking days fom b day of delivery of tis data to provide agusiments da povdet il .
iy genkey Ky neieazye sols Kenia a e o od ol st beb pat ok e § o op e rpfer ik el s W Braille/Stanze: L
0, 2)Th Sty Wihe s o ot e e work e acedbyh e NI D ity on Gl o e AU rocess i e s o
)k v oo il e givci ol = dio orovést be figadnt ady hat s e only sudject o legal bearings wih the pr house, As a resul, e  the given data and anginally received nsinucions. K this obligaton is not
4 Qoo ol s hcovd I 31, Yo KEF LS paZamling  emd o ST 1 pRCOVIC 0 3 0Geeend pLdacay ISy forulso SGe1cy 'S 1 SIGMGD 15 GV 1o 30ROVl [ pning 310 Grer LRI, pn s 1 Wl esponsbs o aages cased by 1 e of
PM Code: 883260
.
| ‘ Colours: 6
Size: 78 X 58 X 92 mm
’ . C No Varnish
.
Laetus: 250 . M UV VARNISH
.
Font size: min. 7 pt. v [ ] pEcut
H -
Version: 04 B« Bl cRaLLe
.
Date: 03.2023 Il Pantone 2747 ¢ EMBOSSING
Pantone 877 C

Il r3i35 [ P refiexBlue

- P 5415 l:l Serialized area - Braille

nyelv /language: cikkszdm /item code:

szlovak/Slovak 8381 68
méret /size: miiszaki spec, /technical spec.: brand name/logo version: country example version: iizemi kod spec, /plant code spec,:
65x24x90 mm FK-662 N.A. CRSK- V2 - 10/2015 KOD-001
gzin /colours: font (minimum méret [sortdvolsag] /size [leading]): tizemi kéd /plant code:

Ocean Sans Pro SAN (8 pt [8 pt])

détum /date:
2021.12.17.

mbdositja, cikkszdm /modified item code:
813728

viltozds oka /changing:

Change of the text (Vista Folder n®4190950)

verzib fissue no:

@ igen/yes @ nem/no

perforalt bliszter /perforated blister (csak f6lia esetén/ONLY for foil):

bliszter sorszdmozas olvashatésdg /numbering of blister readable from (csak félia esetén/ONLY for foil):
@ fészek félia fel§l/from forming foil @ feddfélia feldl/from lidding foil

1.




II. Artwork design
Labelling and package leaflet text

Product-information (QRD) templates - Human

SChVé.lené teXty pre Vonkaj éi a anltorn},’ Obal/PIL V Sfllade S: The European MedwcinesASezcv‘s ﬁEMA) Working Group on Qu:htv Review of Documents (QRD) deve;:DS.ereviews

NN X X X

e N N - 3
((Human ) ( Regulatory and procedural guidance ) ( Product information )

/ 1. V4 A P tent The information contained in these documents is non-exhaustive. Companies sh

age contents relevant European Union legislation and guidelines when drawing up applic

Zakon 362/2011 Z. z. o liekoch a zdravotnickych pomockach lent aroean o elton and delnes v 0 1 o
Centralised procedures - requirements

Quality Review of Documents
(QRD) templates

Product information (QRD) template : Compliance with QRD template v10.4
QRD Appendices (I. Pregnancy/Lactation/Fertility, II. Undesirable effects, III. Storage conditions,

IV. Batch/EXP, V. Reporting details for adverse drug reactions)

QRD Recommendations on pack design and labelling

Compilation of QRD decisions on stylistic matters in product information (abbreviations, food and
drink, E-numbers, foreign terms, units: degrees, micrograms, use of EN or Latin translations of INNs...)

Guidelines On the acceptability Of names 4.3 Location of the mobile technology feature in the labelling and/or

Package Leaflet

A mobile technology feature may be included in the packaging material and/or the PL.

Guideline On the readability Of the 1abelling and paCkage leaﬂet The location of this feature should take into account the overall readability of the labelling, i.e.

packaging material and/or PL.

The inclusion of this feature should not compromise the readability of statutory information and should

Guideline On EXCipientS in the 1abelling and paCkage leaﬂet be located in an area with minimal or no impact on readability (e.g. inner fiap of the carton). This

aspect should be particularly considered in multilingual packs. Inclusion of several mobile technology
features is not recommended.

Position paper on the use of Mobile scanning and other technologies/QR kbd

Rliiehovw reaiiirtemente Qafetv featiirecg
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II. Artwork design
Design/Layout of the labelling and package leaflet

company packaging design guidelines (correct branding, logo/registration symbol)

grafické prvky (embossing, logo, symboly, piktogramy)
rozlozenie textu/prvkov

vel'kost pisma: labelling (7pt), PIL (9pt/8pt)

Those mvolved in the design of labelling should consider the following sections prior to
submission to the competent authority. The recommendations given i relation to the
package leaflet (section A) may be applicable to labelling and should be borne in mind in
designing and laying out the required mformation on labels. The particulars appearing on
the label of all medicinal products should be printed in characters of at least 7 points (or of
a size where the lower case "x" is at least 1.4 mm in height), leaving a space between lines
of at least 3 mm.

In particular the mformation presented on small packs will need careful consideration so

that the text is presented in as large a type size as possible to reduce the likelihood of
medication error.

umiestnenie GTIN (OTC)

1. TYPE SIZE AND FONT

Choose a font which is easy to read. Stylised fonts which are difficult to read should not
be used. It is important to choose a font in which similar letters/numbers, such as “1", *1”
and 17 can be easily distinguished from each other.

The type size should be as large as possible to aid readers. A type size of 9 points, as
measured in font ‘Times New Roman’, not narrowed, with a space between lines of at
least 3 mm, should be considered as a minimum. However, for marketing authorisation
applications until 1 February 2011, a type size of 8 points, as measured in font “Times
New Roman’, not narrowed, with a space between lines of at least 3 mm, should be
acceptable as absolute mimimum.

Consideration should be given to using different text sizes to enable key information to
stand out and to facilitate navigation in the text (for example, for headings).

umiestnenie Specifického identifikatora (2D kod, idaje citateIné ludskym okom) (Rx)

nastroj proti neopravnenému manipulovaniu (anti-tampering evidence) (OTC, Rx)

umiestnenie QR kodu, Blue-box, Braille



III. Artwork management

Vcéasna implementacia zmien s vplyvom na obalovy material/PIL
v sulade s legislativnymi poziadavkami.
Vonkajsi a vinatorny obal je dolezitou a neoddelitelnou sticastou lieku a
ma okrem ochrannej funkcie aj komunikac¢na funkciu:
v jednoznacna identifikacia
v’ zniZuje riziko zamen
v spolu s PIL zabezpecuje bezpecné a spol'ahlivé pouzivanie lieku

(predchadzanie medication errors)



III. Artwork management

Artwork coordinator:

v'riadenie a koordinacia zmien s vplyvom na obalovy
material/PIL (Regulatory)

v'riadenie a koordinacia technickych zmien (Plant)

v'riadenie a koordinacia zmien dizajnu
(Marketing/Graphic agency)

v’ prioritizacia artworkov (planované vyroby +
predpokladany datum schvalenia zmeny)

Plant:

v’ zabezpecit dostatok obalového materialu
v prepustit Sarze lieku s pouzitim novych artworkov

v’ Comliance date/ Implementation date

Manufacturing lead time: 4-6 months

Plant

Regulatory

Artwork
coordinator

Graphic
agency

Marketing



III. Artwork management

Artwork request (Launching):

- vyrobnému miestu sa zasiela labelling text (word clean) alebo pdf s anotaciami
- sibezne sa pracuje aj na technickej stranke a dizajne

- print-proofs (launch/new design)

Plant feedback: 1-4 weeks

Market regulatory validation: 1-2 weeks

Market regulatory validation

L

Plant technical validation: 1-2 weeks .......

M alidat
S d b
. lat . . _*,_.-n"'"_.\
Signat te: 29/11/2022 13:1%:15 o
gnature 2/3 ) ) Y RT []
d o ' Reason: Plant final technical validation ) A '\]‘cu “.
e -
Artwork ready to print! Sanedb pPROVE
Signature 3/3 “__'_,_,4-"‘"
Reason: Plant quality dat
Signed by:
Signature

Lead-time of artwork development: approx. 3 months

Legal Manufacturer Validation

Plant ready to print

':7'7.5

First production




III. Artwork management

Release of artwork “at risk”

Refers to giving the manufacturing site (plant) approval to print artwork and/or pack product in artwork that has not

yet received HA approval. o

Priciny? &
o

v’ Casté planované vyroby/c¢asté zmeny s vplyvom na obalovy material/PIL
v nedostatok ¢asu medzi schvalenim zmeny a planovanou vyrobou (next production run)
v pridanie vyrobcu
v’ virobca mimo EU/batch release EU
v viacjazyc¢né obaly/PIL

Zabezpecdit dostupnost lieku / Vyhnuat sa OOS (out of stock)



IV. Artwork a jeho hodnotenie

4.1.1. Name of the medicine

The name of the medicine (invented name, strength and pharmaceutical form), followed by the active
substance, should appear in the order specified in section 1 of the SmPC. If possible, the invented
name and strength may appear on the same line; however, this information together with the
pharmaceutical form and active substance may also be presented in different lines of text as long as it
appears as a cohesive unit and it is not to be separated by any text or graphics.

The name of the medicine should appear prominently and using a sufficiently large font type on prime
/ L ° / 4 Vd . . ) : : .
/ “ ,’ spaces, particularly on the front panel. If possible, it should appear on at least three non-opposing
Za a I l e 1 I l O I I I I aCI( t e name - I I az ;O V 1‘ ', u I Sl a sides of an outer carton (including one end panel), whenever space allows for the display. This will aid

identification, whichever way the medicine is stored on the shelf.

a jednotky + liekova forma) v spravnom poradi na 3

4.1.2. Active substance

L b / /
neprotll ahlyCh StranaCh The active substance(s) should appear on the front of the pack in the same field of vision as the name

of the medicine. As previously mentioned, the name of the medicine and the active substance may be
presented in different lines of text as long as they appear as a cohesive unit. This is espedially
important where a range of medicines within the same umbrella brand include different active
substance(s).

/l’léinné létka (malé Zaéiato éné pismeno) It is not necessary to repeat the names of the active substance(s) on the sides or flaps, but where the

names are included, the type sizes should be in the same relative proportion to the name of the
medicine as they are on the front pack.

v'velkost pisma

| 15. INSTRUCTIONS ONUSE

v'Citatelnost (malé/vel'ké/farebné/kontrast oproti pozadiu) O e il e

Dose recommendations, contraindication(s) and warmings; if full details cannot be printed, a
reference to the package leaflet should be made. e g. “Read the package leaflet before use”™

General warnings and overdose warmnings are not routinely required, but for certain medicinal
products such wamnings may be added during the procedure at the request of the CHMP ]

v'vSetky schvalené indikacie, davkovanie, kontraindikacie

a upozornenia na vonkajSom obale (OTC)



IV. Artwork a jeho hodnotenie

farebné odlisenie sily/liekovej formy

farebné odliSenie velkosti balenia (OTC, Rx)

Piktogramy, grafickeé prvky, symboly (v stilade s SPC)

liekova forma (SPC cast 3.)

aplikacna pomocka (SPC cast 6.5)

cielova populacia

miesto podania

indikacie (vsetky indikacie)

obrazky rastlin/listov (ac¢inna latka)

prichut/obrazky ovocia

obrazky deti, hraciek



IV. Artwork a jeho hodnotenie

[Express qualitatively those excipients known to have a recognised action or effect and included in the
guideline on “Excipients in the Label and Package Leaflet of Medicinal Products for Human Use”

/ pomocné lé-tky SO Zné-mym ﬁéinkom (SPC éaSt, 20) (The rules governing medicinal products in the European Union, Volume 3B). However, if the

medicinal product is a parenteral, a topical or an eye preparation or i1f used for inhalation, all
excipients must be stated.

« Flavour(s) - Highlighting the taste of a medicine may be helpful to the patients in choosing the
appropriate medicine. It is particularly useful for medicines such as throat lozenges and gum,
which stay in the mouth for a time. Any added characteristics to the flavour (e.g. cooling mint)
would be considered promotional in style.

Statements related to excipients which are not part of the medicine formulation and, therefore, do not
have any known action or effect, should not be allowed on the packaging. Exceptionally, the statement

L4
v free—form ClalmS ‘sugar-free’ could be allowed, as it can be considered useful information for the patient and can help

the identification of the product and/or differentiation within a range (e.g. umbrella brands).

(sugar-free, gluten-free, lactose-free, alcohol-free, parabens-free...)
v recyklacné symboly

v FSC 10g0 (Forest Stewardship Council, pouzité drevo a papier pochadzaja z udrzatelného lesného hospodarstva)

Multilingual packs - On multilingual packaging, the information should be grouped per language,

\/ skratky ététov (Zobrazenie Vlajky) when feasible. When space does not allow the display of all information in different languages on

the same panel, each panel may be used per language. The implementation of a clear demarcation
between each of the languages is recommended.

v’ nekonkrétne grafické prvky

The inner lid/inner flap of the carton should be preferably considered in case of small
size packages (Eye-drops. small size wials. etc). multilingual packs, existence of
national barcodes, ete.



IV. Artwork a jeho hodnotenie

Viacjazycéné obaly/PIL
NeV'thody V}’,h 0 dy Full Term EN  AT? BG cs

= M s a6
Nedostatocna Citatelnost/zrozumitelnost Zachovanie dostupnosti lieku on apragen e C. orte

®  Nezhodné texty * (mimo Blue-box) Zachovanie registracie lieku [ N .

@  Datum schvélenia zmeny ZniZenie rizika OOS (out of stock) verwendoar bis  foen go;  Poutitcné do:

- 4 L3 V4 . . ey e ’ Vs o verw.bis

-« Datum implementacie zmeny Flexibilita pre vyrobné miesto

0 ZvySenie destruction costs ZniZenie vyrobnych nakladov

Full Term
* HarmoniZéCia teXtOV: expiry ::P EXP EXP EXP EXP :::
y . . e VAL Data expirarii D&tum exspiracie  Uporabno do Utg.dat.

v nazov lieku, Braille

v dizajn

v" schvalené informacie S P o
v" QR kbd (jeden spolocny) :'f?;‘igm: - i o
¥ EXP/Lot (QRD Appendix IV) e i e
v’ pouZitie skratiek, piktogramov? D T N~

* EN for immediate pa(kaq«_vq only

v patient friendly terms (QRD small immediate packaging)



V. Artwork v praxi

v'viacero SKUs (stock keeping units)

“Missing dashes are also very common. Instead of instructions to take a tablet 1-2 times a day, the patient
is advised to take 12 tablets a day. The risk of potential overdose makes this a Class 1 recall, as there is

\/ StOka ai tiSice artworkov (portfélio) immediate danger of death or serious injury. Avulnerable product can lose its efficacy if, for example,

‘Store at 1-4°C” appears on a label as “Store at 14°C’. These are real examples seen in the pharmaceutical
industry. Under some circumstances, ‘lactose tolerance’ (instead of “lactose intolerance’) might slip past
even the most highly skilled professionals performing manual proofreading.”

v'chybaju dolezité informacie (bezpecnostné upozornenia)

v’ chyby v kontexte a vyzname (preklepy, nespravne vyrazy, nespravne preklady)

v’ chyby v obsahu (nespravne informacie, nespravne symboly, chybajice informéacie/tdaje)
v’ technické chyby (nespravny GTIN, Braille, nespravne loga a farby, chyby dizajnu,

nespravna velkost pisma)



V. Artwork v praxi

Nedostatok v kvalite lieku / Risk of recall

y o
v na zaklade vlastného zistenia/po externom podnete/vysledok kontroly SUKL .f @ w E.

v’ adaje na obale/PIL nie st v stllade so schvalenou registracnou dokumentaciou

, o o , o , o , Za lf\‘ul‘ilvz?l‘i\;ny vnfdo'slalok‘rcgi”sirq\:z.mého humanneho lieku predstavujici vazne riziko
v’ nizko rizikové nekvality - drobné chyby v oznaceni sk Tk o

e poskodeny resp. znecisteny vonkajsi obal
e formalne chyby na vonkajSom obale licku alebo v PIL

v stredne rizikové nekvality - chybajice alebo nespravne informacie

5.2  Najéastejsie dovody stinhnutia lieku z trhu

na obale/PIL, chyba PIL, poskodenie ATD néastroja

o Kuvalita licku pocas deklarovane] doby pouzitelnosti nezodpoveda schvialengj
specifikécii v registraénej dokumentacii (zmeny v obsahu a kvalite u¢innych latok,
zmeny v zlozeni a stabilite licku, pritomnost” cudzorodych ¢astic, kontaminantov
a nedistot, atd’.).

v vysoko rizikové nekvality - vazne riziko pre bezpeénost pacienta (nespravny

* Balenie sposobuje zniZenie kvality licku pocas deklarovanej doby pouzitelnosti.

o Udaje na obale alebo v PIL nic si v silade so schvilenou registraénou

obsah alebo obal lieku, nespravna indikacia, nespravna sila lieku, mix up dokumenticion

» Existuje podozrenie, Ze liek je falsovany alebo imyselne poskodeny.
.
liekov...)

* Liek je uvadzany na trh v rozpore so zakonom o lieku.

CAPA: Minimalizovat negativny dopad / Prijat napravné opatrenia



Dakujem za pozornost!

KEEP CALM AND TRUST YOUR REGULATORY AFFAIRS!
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