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Product-information templates 2 Email &) Print @ Help ) S

This page lists the templates for product information for use by applicants and marketing-authorisation holders for
human medicines. The European Medicines Agaennr 5 Working Group on Quality Review of Documents (QRD) devel
reviews and updates these templates.

1'he iﬂr'm mation contained in these chur"nents, Is nen ex?‘austwe Cq:mpanies 5h|:.uld r'-r-Fer I:n all relevant European I.Ininn

complies with all such requnrerﬂents

Latest update: February 2016 (version 10)

b Impiamentation of the Commistion Delegated Regulation on the safety features on the packaging of centrally authonsed
medicinal preducts for human wse, 1.e. addition of two new sections in Annex IIIA "Particulars to appear on the outer
packaging [ the immediate packaging”.

¢ Linguistic improvements in most languages,

Maltese fonts
Maltese fonts are built in to Windows XP 5P3 and higher,

Quick response (QR) codes
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Clinical trials# Centralised procedures

Inspections

Back to top -

s st st e | ccive ot

i£h only) 03/12/1997 09/02/2016

Pocument{s)

Falsified medicines

™ Quality Review of Documents
human product-information

annotated template (English)
ersion 10

Quality by design

Product defects and
recalls

ﬂ Quality Review of Documents
human preduct-informaticn
annotated template (English)

Parallel distribution

sh only) 03/12/1997 09/02/2016

Medicine shortages

@l Quality Review of Documents

Antimicrobial human product-information EN =)English v | 03/12/1997 09/02/2016
resistance template version 10 LB = bilgarski -
: = ; - ES = espariol
New countries/EFTA
i t:'j] Quality Review of Documents €S = ettina 19/06/2009 15/06/2012
human annex-A template DA = dansk
MNaon-pharmaceutical = = ans)
products #| Quality Review of Documents |DE= Deuff_r.ch
human annex related to the ET = eesti keel 08/10/2012
Fees Article-127a template EL = ellinika
& 3 : : EN = English
Medicines.and | Quality Review of Documents | Fg = francais
i s G
e e hur?:_an inneT It‘uf conditional IT = italiano | Ok 08/10/2012
e e LV = latviesu valoda
Biological and chemical #) quality Review of Documents | LT = lietwviy kalba
agents human annex-IV exceptional- HU = TREGyar GO 08/10/2012
circumstances positive template MT = Malti
- NL = Mederlands
] Quality Review of Documents | PL = polski =
human annex-I\V standard PT = portugués 08/10/2012
positive template RO = romani
M| Quality Review of Documents | Sl = slovenséina 2
human pericdic-safety-update- e —o e - 19/03/2014 23/11/2015

report annex-IV termplate

ﬂ Implementation plan for the
introduction of the safety
features nn the nackaninn of (Frnnlish nnlvl na/n2i?nia
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|~ FOICY On compined
Summaries of Product
Characteristics (SmPCs)

(English only)

-

10/06/2015

Mutual-recognition, decentralised, referral and PSUR single assessment (PSUSA) (Nationally

Authorised Products only)

Do aents)

@ Mutual-recognition,

procedures

decentralised and referral
product-information template

version 4

@ Qualty memen of Documents
annex-I template for referrals

@ Quality Review of Documents
human periodic-safety-update-
single-assessment Mationally
Authorised Products template

Related links

p Committee for Mutual Recognit
for mutual-recognition and ded

3 @ Practical information on tra

The Agency does not publish Eng

by the Agency. The translations o
annexes of the product concern ol -
SL = slovenscina -

BG = balgarski
ES = esparicl
CS = festina
D& = dansk
DE = Deutsch
ET = eesti keel
EL = ellinika
EN = English
FR = francais
IT = italiano

= latviedu valoda
LT = lietuviy kalba

HU = magyar
MT = Malti

ML = Nederlands
PL = polski

PT = portugués
RO = romana

Back to top &~
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15/09/2015 23/11/2015

rocedures - Human: Annctated Quality Review of Documents template

cedures (human)

% A and annex I for referrals, because these annexes are prepared

pe in line and consistent with the adopted English product information

Appendices

Back to top &~

syt

@ Appendix I - Statements for
use in section 4.6 ‘pregnancy

| EM — Enalich

v | I

mifn7iMnns maf1 1/ 2nna



SUKLO

- aktualna verzia 10.0(CP) a 4.0(MRP/DCP)

- zmena v navrhu vonkajsieho a vnutorneho obalu
— pridanie casti 17 3 (stwis so zavadzanim

bezpeénostnych prvkov na zaklade legislativy falsovanych liekov)

|17. SPECIFICKY IDENTIFIKATOR - DVOJROZMERNY CIAROVY KOD

<Dvojrozmemy élarovykod s jedmeénimidentifikatorom.>
Neaplikovatelné >

|18. SPECIFICKY IDENTIFIKATOR - UDAJE CITATEDNE EUDSKYM OKOM |

< PC: {éislo) [kod bieku] \

8N: {fislo} [senove fislo]
NN: {¢islo} [narodné cislo uhrady alebo mé narodné Cislo identifikujiice ek )

=Neaphkovatelné>



suk:© Implementacia
« CMDh/345/2016 (02/2016)
 NOVE Zziadosti o registraciu

— sulad s aktué@n_QRD/I0.0, 40

— revidované QRD a ATD (anti-tampering device)
implementacia ¢o najskor v priebehu hodnotiacej
fazy

— 1 ak ATD na vnutornom obale a ovplyviuje
systém obalu— B.IL.e \\

— ak ATD neovplyviiuje obal a systéem uzaveru, na
von m obale — nie je potrebny reg. proces

— ATD — vplyv na readability — 61(3)



SUKLO
« REGISTROVANE lieky
— 3 ro¢né prechodné obdobie, 09.02.2019

o licky s regulag¢nomaktivitou

— s PRE, 11, IB, IA (IA len v pripade, Ze okrem samotnej zmeny a

zavedenia 17 a 18 do obalov ziadne iné QRD zmeny)

— rozsiahlejsie upravy QRD so zmenami IB alebo II
typu ,,C* (Q/A cMDh variations 3.16)

— samostatne.ako §55 ods.5, 61(3) \

o licky bﬂ{égulaénej aktivity
— 855 0ds.5, 61(3)



S U KL O Ak uz liek nebude musiet’ niest’

bezpecnostné prvky
* najblizsi reg. proces ovplyviujuci PI — PRE, 11, IB, IA =na

odstranenie standardnej vety o Ul a nosica
+ ak ziadny reg. processdo'Spravoplatnenia legislativy — 61 (3)
 odstranenie ATD — nevyzaduje sa, kde bol raz schvaleny

« ak umysel odstranit’ ATD — moze sa vyzadovat’ 1:)0(131}('§lg
zmeny na odstranenie informacii o ATD a ak tym dgojde’k.
zmene oWlsystému uzaveru — B.ILe

 odstranenie ATD z vonkajsieho obalu nevyzaduje podanie
zmeny



SUKLO

Pri zmene sposebu vydaja licku

e priamo pri tejto zmene
— implementaciaxev. QRD a standardnych viet
o Ul a jeho nosi¢i

—predlozenie info o ATD, ak je na vnutornom
obale — vplyv nan a na jeho systéem uzaveru

e MRP/DCP - rézne CMS = rozny sposob vydaja lieku
— postup ako vyssie — relevantné ¢asti budu Vysedene
(Obj aV1weda iba v PI prislusnych CMS)



- ® Zmeny v predlohach
SUKL 2016 vs 2013

SPC

- 1. NAZOV LIEKU (0)
— plny nazov lieku (ak neobsahuje silu, LF — uviest’ pod schvalenym nazvom)

— http://www.ema.europWGB/document_librakyﬁegﬁfétory_and_procedural_

guideline/2010/01/WC 0564238.pdf (2010, QRD Recommendations on the
Expression of Strength)

e 2. KVALITATIVNE A KVANTITATIVNE ZLOZENIE (0)
— Vol. 3B Guidelines, Excipients in the label and package leaflet (2003)

« 3. LIEKOVA FORMA (0)

— zohladnit skuto¢nu charakteristiku lieku

=%


http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2010/01/WC500056428.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2010/01/WC500056428.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2010/01/WC500056428.pdf

SUKLD  Standardné nazvy liekovych
foriem

« databaza EDQM, Standard Terms
- Standardné nazyy -

— terminy na popisanie lickovej formy, spdsobu podania
a obalovych prvkov, ktoré boli schvalené Europskou
liekopisnou komisiou a su publikované v osobitne]
databaze http.//[www.edgm.eu/StandardTerms/

— definicia podla Ph. Eur |
— ucel: zjednotenie terminologie pri registracii a oz%iovani

liekov a pri‘elektronickej komunikacii



SUKL O Databaza EDQM.: Standard
Terms

« V novembri 2014 vznikla nova verzia databazy
Standard Terms s bezplatnym pristupom

v’ vSetky informacie z predchadzajucej verzie

v  nov¢ informacie

v flexibilnejsia

v’ Tahsie vyhladdvanie \

v l’ahéiewanie prekladov v jednotlivych |
jazykoch EU



SUKLO

* Pri jednotlivych terminoch je v databaze EDQM
uvedeny ich aktualny stav.

Sp—— -
v Current - platné terminy

v Deprecated - terminy nahradené novymi platnymi
terminmi (zamietnute)

v’ Rejected - neschvalené terminy |
v Pending - terminy v procese schval'ovania \

#
&
v’



SUKL O Usporiadanie standardnych
nazvov v databaze EDQM

v’ lickové formy podl'a miesta podania

v’ liekove formy podlaskupenstva

v’ kombinované¢ liekové formy

v’ kombinované¢ nazvy

v’ sposoby aplikacie

v’ obalove prvky - aplika¢gn¢ pomocky, uzavery. a obaly
v’ kombinovanébalenia \

v skréteny



SUKL O Informacie pri jednetlivych
liekovych formach

v’ Detaily — definicia, zaradenie, aktualny stav, datum
hvalenia a i.
schvalenia a 1 — _—

v’ Charakteristické vlastnosti — skupenstvo, sposob
uvolnovania uc¢innej latky, transformacia, miesto a
sposob podania

v’ Preklady do jednotlivych jazykov EU

v’ Suvisiace terminy (napr. skrateny termin, \
kombinovany termin) -



SUKLO , -
Priklad vyhl'adavania
Charakteristika lieku.
— -
» oc¢ne kvapky (instilacia)
« v ojedinelych pripadoch pouzitie aj do ucha

N

e suspenzia

r 'J

#
#
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SUKLO
KROK (. S

Edit  Yiew Favorites Tools Help

prinlaste sa acibee
do ST
databazy

https: {/standardterms. edgm. elstwicontrolledterms) communications

News and Information Browse Search v Missing translations

All concepts by name

= i e
All concepts by code or substring

COUNCIL OF EURCPE
KROK (. : Y207 / QIPL Pharmaceutical dose forms by characteristics

Eurapean Directorate | Tirechion ewopéenne
for the Quality | dela qualig

vyhladavanie jrmaceutical dose forms by characteristics

podla
Charakterlstlk This tool allows you to search for pharmaceutical dose
Sl DHITEE Any - forms according to their characteristics. Each time a
characteristic is selected, the other options are
Basic dose form Any v| automatically restricted to those characteristics that are

compatible with the existing selection(s). For example, if

Release characteristics 'Solid' is selected for the state of matter, the possible

Any |
pharmaceutical dose forms are restricted to those
Transformation Any v| classed as solids; as a result, 'Solution' can no longer be
: selected as the basic dose form.
Intended site Any v|
Administration method Any ,|

Odoslat Resei




State of matter

Basic dose form

Release characteristics

Transformation

) Collodion
Intended site Concentrate
. ) Dispersion
Administration method Drops (unspecified)
Emulsion

crok 04

vyberte si
vhodnu
liekovu formu

Hlavné pouzitie lieku je instilacia
do oka, pouZitie do ucha iba
ojedinelé

KROK ('

charakterizujte
svoj liek

State of matter Liguid v
Basic dose form Suspension v
"— Release characteristics | -opventional v
Transfarmation Any v
Intended site Aty v
Adrministration method | | petination v

Odoslat || Reset |

Fesults: 8 export

Deprecated

Cutaneous/egr drops sUspension

Ear drops, suspension

Earfeye drops, suspension

Earfnasal drops, sUSpension

 Current | Endotracheopulmonary instillation, suspension

 Current | Eye drops, suspension

Masal drops, suspension

Oral drops, suspension

Vyhladavanie je postupné
a logické - podla
predchadzajuceho vyberu
umozni len pripustné
kombinacie



Current | Eve drops, suspension Human a

Characteristics  Translations  Linked terms  Summary sheets

Concept Code 10605000
KROK Term Eye drops, suspension
Definition Liquid single-dose or multidose preparation consisting of a sterile

agueous ar oily suspension intended for ocular use. Multidose

é — preparations are presented in containers that allow successive drops
dalSie to be administered. The containers contain usually at most 10 ml of the
‘g reparation.
charakteristiky A
_ _ Concept class pharmaceutical dose form
IlekOvej fOrmy ) Ph. Eur. Monograph 1163 4 [ Current Eye draps, suspension

Details Characteristics Translations

 Current | Eye drops, suspension

Eye drops, suspension

Details Characteristics Translations Linked terms summary sheets m
(French

Colyre en suspension

Patient-friendly term SzusTpENZIAS STEMESEPD

Eve drops
Czech | OENi kapky, suspenze
Combined term

Eve drops, sUspension in single-dose container et SUS{RE T st

Combined dose form Slovenian Kapljice za oko, suspenzija

Eve drops, powder and salvent for sUspension m

Aulgentropfensuspension

QOO

—

Skraten a na obale v odovodnenych

Ak si podanie lieku vyzaduje osobitny obal

Ak si podanie lieku vyzaduje specificku kombinaciu




SUKLD  Standardné nazvy na stranke
SUKL N

- www.sukl.sk/Liekopis/Oznamy 5
* Referen¢né nazyy liekevych foriemawhumanne;
medicine

— Liekové formy podl'a miesta podania — anglicky, slovensky
a latinsky nazov a prislusna skratka

— Sposoby aplikacie liekov

— Obaly a aplika¢né pomocky

7
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SUKL: O /Zmeny v predlohach
2016 vs 2013

SPC

4. KLINICKE UDAJE

g

o 4.1 Terapeutické indikacigmm

— mala zmena znenia [...] je indikovany (predmet v PRIAMOM DATiVE) u <despelych dospelym>
<novorodencom> <dojéatam> <dospievajucim> <det’om>

« 4.2 Davkovanie a spdsob podavania
— 1aknie je indikacia pre Pediatricku populdciuuviest' jednu zo Standardnych viet podl'a skutognosti
— mala zmena. <Pouzitie {X} sa netyka <pediatrickej populacie> <deti vo veku {x az y} <rokov>
<mesiacov> [alebo ktorékol'vek in¢ ddlezité parametre napr. hmotnost’, pubertalny vek, pohlavie]
<w-indikaciipre indikaciu...>.>
<{X} jeKontraindikovany u deti vo veku {x azy} <rokov> <mesiacov>i[alebo
ktorékol'vek iné dolezité parametre napr. hmotnost, pubertalny vek, pohlavie] <v-indikéeiipre
indikaciu...> (pozri ¢ast’ 4.3).>

« 4.3. Kontraindikacie
— v Standardnej vete neuvadzat’ konkrétny nazov lie¢iva, iba vseobecne : lie¢ivo, lie¢iva



, O /Zmeny v predlohach
SUKL 2016vs 2013

SPC

* 4.4 Osobitné upozornenia a opatrenia pri pouzivani (O)
« 4.5 Lickov¢ a in¢ interakcie (0)
4.6 Fertilita, gravidit cia

— uvadzat’ v nadpise ,,fertilita”
— v pripade podnadpisov namiesto laktacia — dojéenie
« 4.7 Opvplyvnenie schopnosti viest vozidla a obsluhovat’ stroje (0)
— vozidla
e 4.8 Neziaduce uginky |
— sulad s EN znenim — effects = uginky, reactions - reakcie, events = udalosti

(http://www.sukl.sk/buxas/docs/Bezpecnost_lickov/Pokyny/Definicie_zakladnych_pojigov_farmakov
igilancie.pdf) f

— v Standardnom zneni o hlaseni NU — neuvadzat’ * (Ien vysvetlivka v predlohe)
e 49 Pred nie (0)



http://www.sukl.sk/buxus/docs/Bezpecnost_liekov/Pokyny/Definicie_zakladnych_pojmov_farmakovigilancie.pdf
http://www.sukl.sk/buxus/docs/Bezpecnost_liekov/Pokyny/Definicie_zakladnych_pojmov_farmakovigilancie.pdf
http://www.sukl.sk/buxus/docs/Bezpecnost_liekov/Pokyny/Definicie_zakladnych_pojmov_farmakovigilancie.pdf

SUKL Q, Zmeny v predlohach

2016vs 2015
SPC

5.  FARMAKOLOGICKE VLASTNOSTI

-

5.1 Farmakodynamickéwlastnosti

— farmakoterapeuticku skupinu ROZPISAT v stlade s SmPC guideline (2009, rev.2) v
zmysle bud’ 2. a 3. hladiny ATC kodu, alebo 2. a 4. hladiny ATC kddu

— podnadpisy uvadzat’ nasledovne. <Mechanizmus ug¢inku>, <Farmakodynamické
uc¢inky>, <Klinicka u¢innost’ a bezpe¢nost>, <Pediatricka populacia>

5.2 Farmakokinetické vlastnosti

— podnadpisy uvadzat nasledovne. <Absorpcia>, <Distribucia>, <Biotransformacia>,
<Eliminacia>, <Linearita/nelinearita>, <Farmakokineticky/farmakodynamicky vztah>

5.3 Predklinickédidaje o bezpeénosti (0)

-



, O /Zmeny v predlohach
SUKL 2016vs 2013

SPC

6. FARMACEUTICKE INFORMACIE

6.1 Zoznam pomocnych latok
—  pomocné latky uvadzatasstipeipod scbou, malé zadiatoné pismeno

* 6.2 Inkompatibility (O)

-+ 6.3 Cas pouzitelnosti (0)

- 6.4 Specialne upozornenia na uchovavanie
— aktualizacia Appe‘gdixu IIT (02/2016)

ey |



SUKL O Appendices

» aktualizacia Appendixu III — 9.2.2016

SLOVAK

SUHRN CHARAKTERISTICKYCH VLASTNOSTI LIEKU

6.4 Speciilne upozornenia na uchovivanie

<Uchovavajte priteplote neprevysujice <23°C><30°C=> alebo
<Uchovavajte priteplote do <23°C><30°Cx>
<Uchovavajte v chladmcke (2°C-8°C)>
<Uchovavajte a prepravigte v chlade (2°C - 8°C>*
<Uchovavajte v nrazméke {teplotry rozsah}>
<Uchovavajte a prepravigte v nraze {teplotiy rozsah}=>**
<Neuchovavajte v <chladnicke> <alebo> <mramicke>>
<Uchovavajte v pévodnom <obalex>***#*
<{Obal}*** udrsiavajte dikladne uzatvoreny=>**+*

| slchovavajtas{Obal}*** uchovavajte vossdtemenna vonka)fom{obalej ittt
<Tento liek nevyzaduyje Hadne zvlaime podmenkyna uchovivane>

,,a'{Fuma'imrané: Pismo: 11 b
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,_r-{Foma'twané: Pimo: 11 b




A, 0ZNACENIE OBALU

]
| . SPECTALNE PODMIENKY NA UCHOVAVANIE
| P ,_»-‘[Fonna'tuuané: Pismo: 11 b

— drobné
Zmeny

- {text} —
text treba
Specifiko
vat’

<Uchovavajte pri teplote neprevyiujice <25°C><30°C=> alebo
<Uchovavajte priteplote do <23°C><30°C>>

<Uchovavajte v chladricke>

<Uchovavajte a prepravigte v chlade>*

<Uchovavajte v mrazmcke>

<Uchovavajte a prepravigte v mraze>**

<Neuchovavajte v <chladnicke> <alebo> <mrazmicke=>
<Uchovavajte v povodnom <obale>>+*+*

<{Obal}*** udrfiavajte dékladne uzatvorenys=***+*

‘ “Hehewavajte<{Obal}*** uchovavajte vosawtemena vonkajSom{obalej i ik ¥ bk 4+
h e e e ] ,_.--{Forn'létnuané: Psmo: 11 b
<na ochranupred <svetlon><vlhkost ou>>

‘ o ____________ ,-»-‘[Fonna'tcwané: Pimo: 11 b

B. PISOMNA INFORMACTA PRE POUZIVATELA

5. UCHOVAVANIE

<Uchovavajte priteplote neprevyiujics <23°C><30°C=> alebo
<Uchovavajte priteplote do <23°C><30°C=>
<Uchovavajte v chladmcke (2°C - §°C)%>
<Uchovavajte a prepravigte v chlade (2°C — 8°C)>*
<Uchovavajte v mrazmcke {teplotry rozsah}>
<Uchovavajte a prepravigjte v mraze {teplotry rozsah}>*+
<Neuchovavajte v <chladnicke> <alebo> <nmrazméke=>
<Uchovavajte v pdvodnom <obale>>**+*
Z{Obal}*** udrziavajte dékadne uzatvoreny=**++*
| “Hehowdvaitas{Obal}*** uchowavajte vossndtemema- vonkajSom{obale i i 35 ¥+ ¥+

‘ ZTento liek nevyzaduje Ziadne zvlasme teplotme podmienky na uchovavanie>***** .-~ { Formatované: Pmc:11 b

=na ochranu pred <svetlom> <vlhkost ou>>

*# The stability data generated at 25°C/60%EH (acc)should be taken into account when deciding whether ornot
transport underrefrigerationis necessary. The statement should only be usedin exceptional cases.

#% The statement should be used only when critical.

#%% The actual name ofthe contaimer should be used (e.g. bottle, blister, etc.)

##%% It should be specifiedif the product is sensitive to light and’or moisture.

###%# Depending on the pharmmaceutical form and the properties of the product, there maybe a risk of deterioration

due to physical changesif subjected to low temperatres. Lowtemperatures may also have an effect onthe
packagingin certain cases. An additional statement may be necessary to take accourt o fthis possibility.

| . .--{ Formatovand: Pemc:11 b




, O /Zmeny v predlohach
SUKL 2016vs 2013

SPC

6.5 Druh obalu a obsah balenia

— mald zmena znenia Standardnej vety: Na trh nemusia byt uvedené vsetky velkosti

gl

balenia. ‘.-_I’.gr S

6.6 Specialne opatrenia na likvidaciu <a iné zaobchadzanie s-lickom>

— mala zmena znenia standardnej vety. <NepeouzityVsetok nepouzity liek alebo odpad
vzniknuty z lieku trebavratif dolekarnesa ma zlikvidovat’ v sulade s narodnymi
poziadavkami.>

« 7. DRZITEL ROZHODNUTIA O REGISTRACII

—  plné meno a CEL?/' adresa

8.  REGISTRACNE <CISLO> <CISLA> (0)



, O /Zmeny v predlohach
SUKL 2016vs 2013

SPC

9.  DATUM PRVEJ REGISTRACIE/PREDI_ZENIA REGISTRACIE
— <Datum prvej registracie: {DD. mesiac RRRR} > (sklonovat’ mesiac)
— <Datum posledného p}_‘\%‘istraeiez {DD. mesiaCRRRR}> (sklonovat’ mesiac)

- 10. DATUM REVIZIE TEXTU (0)
» <11. DOZIMETRIA> (O)

+ <12, POKYNY NA PRIPRAVU RADIOFARMAK> \
6.6

— mala zmena zneniaStandardnej vety o nakladani s odpadmi ako v ¢asti

-~
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«  VONKAJSI/VNUTORNY OBAL

o 1.

oL
« 3.
- 4

NAZOV LIEKU
v sulade s ¢ast'ou 1 SPGM of the strenght (guid@ﬁ‘ﬁ'e‘f .
riadok nizsie — lie¢ivo — malé zag¢iato¢ne pismeno

LIECIVO (LIECIVA)
zaklad C. 2 SPC

ZOZNAM POMOCNYCH LATOK

pomocné¢ latky so znamym uc¢inkom

! parenteralne, topicke (aj rektalne a vaginalne), o¢ne, na inhalaciu — VSETKY pomocné
latky

LIEKOVA FORMA A OBSAH

standavWatiem—friendly), SPC, LF vysedna (ked’ze sa uz nachadza v 1.)

multibalenia (vypisat’ do zatvorky aj jednotlivé sucasti —vonkajsi obal, spomenut’ ze je
suc¢astou multibalenia — vnutorny obal)
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» 5. SPOSOB A CESTA (CESTY) BODANIAPODAVANIA

« 6. SPECIALNE UPOZORNENIE, ZE LIEK SA MUSI UCHOVAVAT MIMO
DOHLADU A DOSAHU'DETI (0) -

- 7. INE SPECIALNE UPOZORNENIE (UPOZORNENIA), AK JE TO
POTREBNE (0)

- 8  DATUM EXSPIRACIE
— schvalené skratky — Appendix IV

« 9. SPECIALNE PODMIENKY NA UCHOVAVANIE
— Appendix III

.+ 10. SPECIALNEUPOZORNENIA NA LIKVIDACIU NEPOUZITYCH
LIEKOV A ODPADOV Z NICH VZNIKNUTYCH, AK JE TO VHODNE

— Nepouzity liek vrat'te do lekarne.
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11. NAZOV A ADRESA DRZITELZA ROZHODNUTIA O REGISTRACII

— plny nazov a adresa

-

H—

12. REGISTRACNE CISEO (CISLA)
— Reg. ¢.:

13. CISLO VYROBNEJ SARZE

— Lot alebo C. sarze

14. ZATRIEDENIE LIEKU PODI’A SPOSOBU VYDAJA

15. POKYNY NA POUZITIE \

16. INFWE V BRAILLOVOM PISME
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-
« 17. SPECIFICKY IDENTIFIKATOR — DVOJROZMERNY CIAROVY KOD

« 18. SPECIFICKY IDENTIFIKATOR — UDAJE CITATELNE LUDSKYM
OKOM
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BLISTRE/STRIPY
1. NAZOV LIEKU —

— lie¢ivo

2. NAZOV DRZITEI’A ROZHODNUTIA O REGISTRACII

— sta¢i nazov

3.  DATUM EXSPIRACIE

4. CISLO VYROBNE]J SARZE \

5. INE
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. MALY VNUTORNY OBAL OBAL

+ 1. NAZOV LIEKU A CESTA (CESTY) POBANIAPFODAVANIA
— lie¢ivo
— cesta podavania w S

e« 2.  SPOSOB PODAVANIA
« 3. DATUM EXSPIRACIE

« 4. (CISLO VYROBNEJ SARZE

JEDNOTKACH +

- 6. INE o/
— uvadzani atiek dni v tyzdni.

http.//www.ema.curopa.cu/docs/en_GB/document_library/Other/2012/04/WC500124
995.pdf - ema. europa.eu — reference and guidelines

« 5. OBSAH V HMOTNOSTNYCH, OBJEMOVYCH ALEBO V KUSOVYCH



http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/04/WC500124995.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/04/WC500124995.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/04/WC500124995.pdf
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PISOMNA INFORMACIA

pre pouzivatel'a — pouzivatel’ku

nazov licku — stilad s SRGu -—
uvodny odstavec — priznaky prejavy ochorenia
odkazy na ,,PIL“ v ostatnom texte sa odstranilo . pre pouzivatela/ pre

pouzivatel’ku
zaradit’ aj informaciu o obsahu pomocne;j latky so znamym ﬁéinko‘na

koniec ¢asti



SUKLO

— —

Dakujem za pozornost’

—/ L



