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Pro spravnou identifikaci a sledovani pohybu veteriich Iéiv na ceském trhu je
klicovym prvkem vedle Uplného nazvu také jednémegislo Sarze a doba pouzitelnosti ve

srozumitelné a nesmazatelné férm

Unambiguous, understandable and indelible batchbemand expiry date together with correct name
of veterinary medicinal product are key identifioat tools for proper tracing and supervision of VMBn the
Czech market.

Pro oznaovani veterinarnich &évych pripravka cislem Sarze a dobou pouzitelnosti
plati rékolik zakladnich zasad, které vychazeji z ustanbwkonac. 378/2007 Sb., o
lécivech:

Several basic rules based on requirements defingtlé Act on Pharmaceuticals No. 378/2008 Coll.
are valid for marking of VMPs with batch number angbiry date:

1) Ozna&eni na vnitrnim a vnéjSim obalu
Marking on inner and outer packaging

Na vnittnim i vrgjSim obalu musi byt uvedenstejné ¢islo Sarze a shodna doba
pouzitelnosti. Akceptovatelné vyjimky pro uvédi cisla SarZze jsou mozné pouze
v ptipad® ozna&ovani jazykovych variant nebo balicich operaci (vad 2), pipadre
viceslozkovych fipravki.

Same batch number and expiry dalbave to be marked on the inner and outer packadimgeptions are
acceptable only in case of different packaging afiens or language versions (see point 2).

Neni gipustné, aby na ¥sim obalu bylo uvedeno v méspro ozndeni ¢isla Sarze
nekolik udaji, které mohou byt spojeny s jednotlivymi fazemiokyy ¢i baleni. Uvedeni
vice udafi v mist pro oznéeni ¢isla Sarze rive vest k chybamipvedeni evidence o
pohybu I€ivych piipravki pii jejich distribuci a pouzivani.

It is not acceptable to introduce different datatlie place for batch number which are linked tdedént
manufacturing steps or packaging operations. Ddf¢rdata can cause mistakes in evidence kept during
distribution or using of VMPs.

2) Format ¢isla Sarze
Batch number format

Misto na obalu pro uvedetisla Sarze je oz&ano ,C.5.:“, ,Lot*, Cislo Sarze“nebo
,Sarze*,



Place intended for introduction of the batch numbarthe packaging is markéd’s..”, “Lot”, * Cislo
Sarze”or “Sarze’.

Cislo Sarze rize byt ve form kombinace znak a/nebogislic. Ke kmenovémuisiu
Sarze niZze byt formou odélené gipony ipojena dalSi identifikace, nagpro rozlisSeni
jazykové mutace nebo balici operace¢eRdakto vioZzenych znékby nengl piekrait

tii.

Batch number can be combination of letters andlombers. The basic batch number can be extended by

suffix for further identification of different paafing operations or language versions. Number of
characters in the suffix should not be more thaeeh

Nap.: Ozn&enic.S. na vnitnim obalu: Lot: 1234AB
Oznaeni na viijSim obalu (jazykova mutacey:$.: 1234AB-CZ, nebo
1234AB/CZ nebo podokin
Oznaeni na vijSim obalu (balici operace): Sarze: 1234AB-01, nebo
1234AB/01 nebo podokin
Oznaeni na veijsim obalu (jazykova mutace a balici opera€églo Sarze:
1234AB/CZ1, nebo 1234AB-CZ1 nebo podébn
Examples: Indication of batch number on inner zagkg: Lot: 1234AB
Indication of batch number on outer packaging (laage version):C.5.: 1234AB-CZ or
1234AB/CZ or similar
Indication of batch number on outer packaging (@agpkg operation): Sarze: 1234AB-01 or
1234AB/01 or similar
Irjdication of batch number on outer packaging (laage version + packaging operation):
Cislo Sarze: 1234AB-CZ1 or 1234AB/CZ1 or similar

3) Forméat doby pouzitelnosti
Expiry date format

Misto na obalu pro uvedeni doby pouzitelnosti j@adeno ,Exsp.“, ,Exp.“, ,Doba

pouzitelnosti“ nebo ,Pouzitelné do:".
Place intended for introduction of the expiry datethe packaging is marke&xp.:”, “Exsp.”, “Doba
pouzitelnosti” or “Pouzitelné do?.

Doba pouzitelnosti musi byt uvedena ve formé/YYYY nebo MM.YYYY a ma

byt vypatena zfisobem nastimym v g@iloze tohoto pokynu.
Expiry date shall be in the formMM/YYYY or MM.YYYYand should be calculated as described in the
annex to this guideline.

4) Pozadavky pro zpisob vyzna@eni¢isla Sarze a doby pouzitelnosti na obalu
Requirements for marking of batch number and expidate on the packaging

Cislo 3arze i doba pouzitelnosti musi byt na obatennarniho I&vého gipravku
uvedeny jednozriaym zpisobem. Dale musi byt tyto udajenadno ¢itelné,
srozumitelné a nesmazatelné, oz&ani musi byt trvalé Aby byly splreny tyto
podminky, musi bykislo Sarze a doba pouzitelnosti ozery na obalu vytishim
(nesmazatelnou barvou) nebo vyrazenifitelnpym a trvalym zfisobem), musi byt

neoddlitelnou sowdasti obalti etikety.

The batch number and expiry date have to be mawketthe packaging by unambiguous way. These data
shall be easy readable, understandable and indelible; maxkishall be permanentTo fulfil these
requirements the batch number and expiry date df®lbrinted out on the packaging using indelible in
or embossed such a way that marking is readablepgmohanent. Marking shall be an integral part of th
packaging or label.

Neni pFipustna varianta ozné&eni ¢isla Sarze a/nebo doby pouziteInagmostatnym
malym Stitkem ¢i samolepkou.V tomto gipad neni ozné&eni nesmazatelné a vznika
riziko snadného falSovaniahto udaij.



It is unacceptablesituation when batch number and/or expiry date ew@&ked using a small-detached
label or sticker. In this case the marking is nobsidered as permanent and indelible and presésitsof
easy counterfeiting of these data.

5) Uvedeni dalSich identifik&nich kddi na obalu
Placing of other identification codes on the packiag

Vyrobce nmiZze na obalu uvad dalSi kody vetne EAN bar kédi umoziujici blizsi
identifikaci daného baleni, verzi etikety apodtptydaje vSak nesmi byt unmisy tak,
aby mohlo dojit k zasm¢ scislem Sarze nebo dobou pouZzitelnosti, moznosthejic
uvadtni na obalu musi byt schvalena vilpfhu registréniho tizeni nebo navazujicich
zmen.

The manufacturer can put other identification codesuding EAN bar codes to facilitate more detdile
identification of the packed unit, label version.efhese codes however can't be placed on the pauka

such a way to present risk of confusion with thechbaaumber or expiry date. Their placing should be
approved during marketing authorisation procedurealevant variations.

6) Oznaovani v pripadé pirebalovani veterinarnich I€ivych pripravka
Marking in case of repackaging operations

V piipact prelepovani veterinarnichdéych pripravki balenych v originalnich obalech
(nag. z divodu jiné jazykové varianty) nenfipustné pelepeni také@riginalniho ¢isla
Sarze a doby pouzitelnosti Prelepeni nevyhovujiciho obalu musi byt provedeno
takovym zmsobem, aby {vodni nazev gripravku, pavodni ¢islo Sarze a doba

pouzitelnosti zistaly nepelepeny

In case of repackaging of VMPs originally packeaiiginal packaging (to change language version for
example) it is not acceptable to overstick the inagjbatch number and expiry date. Repackaginggisin
stickers shall be performed such a way that origimame of the product, original batch number and

expiry date are not overlapped

V piipact baleni neozngenych veterinarnich éévych piipravki (nag. az po dovozu na
tzemiCR) nebo pebalovani do novych sekundarnich dbalusi bytislo Sarze a doba
pouZzitelnosti vyzn&ny v souladu s podminkami zakona &Jéch, tj.vyrazenim nebo
vytisténim na obal nebo etiketdislo Sarze i exspiraaausi byt shodné na vniknim i

vnéjSim obalu.

In case of later secondary packaging or secondapackaging to new secondary packaging (for example
after importation to the territory of the Czech Rblic) the batch number and expiry date shalpbiated

out or embossedn the packaging or the label. The batch numbet expiry datehave to be same on
inner and outerpackaging.

V piipact prebaleni veterinarnich dé&ych pripravki, které vychazi zrozhodnuti
USKVBL (nap. zména doby pouZzitelnosti, ochrannychath cilovych druli zvitat
apod.), je mozZné iplepeni obalu tak, aby vyhovoval aktuélplatnym podminkdm
registrace, avSak Kibvé pivodni Udaje musitistat zachovany. 4gob elepeni a
informace uvedené na takovém Stitku musi byt kdozéhy s USKVBL.

In case of repackaging of VMPs based on decisiddSKVBL (i.e. variation of expiry date, withdrawal
periods, target animals etc.) the packaging canabdpisted to comply with current conditions of MA,

however key original information should remain weed. Way of repackaging and information
presented on the packaging should be consultedWKVBL.

Shrnuti vySe uvedenych podminek vychazékotika podklad: (viz nize). Pedpokladame, ze
shrnuti #chto podminek do jednoho pokynu USKVBL usnadni g a drzitehm
orientaci v problematice zdeni veterinarnich tévych piipravki a zabrani vyskyt neshod,
které jsou zjiBovany na trhu eské republice. Tento pokyn je zavazny pro drZitele
rozhodnuti o registraci a vyrobce veterinarnialiviggh pripravki uvadnych na trh \Ceské
republice.

Above defined rules are based on several basishgkv). We suppose that this summary of thess inte
one guidance document will facilitate for manufaets and MA holders understanding of these requéeets



and will prevent occurrence of deficiencies whictrevfound recently on the Czech market. The guiasc
obligatory for manufacturers and MA holders placiweterinary medicinal products on the Czech market.

Podklady:
- Zakon¢. 378/2007 Sb., o #évech, gedevsim § 37
- Pokyny EMEA tykajici se uva&di informaci na obalech:
o vzory pro informace o fippravku (QRD Product Information Templates;

CMDv tempates for Product Information) a jejidhlghy (Appendix IV Terms
for Batch Number and Expiry Date to Be Used on ©Owrd/or Inner
Labelling)

- Pokyny Evropské komise pro Zadatele ze svazku(®@deline on the Packaging

Information of Veterinary Medicinal Products Autismd by the Community)
- VyhlaSka o registraci. 228/2008 Sb.

- Act on Pharmaceuticals No. 378/2007 Coll., mairdgtidn 37
- EMEA guidance concerning packaging information:

o templates (QRD Product Information Templates; CM8&wpates for Product Information) a
its appendixes (Appendix IV Terms for Batch Nunamel Expiry Date to Be Used on Outer
and/or Inner Labelling)

- Guidance of the European Commission in Volume [&Gideline on the Packaging Information of
Veterinary Medicinal Products Authorised by the Qaumnity)
- Decree No. 228/2008 Coll., on marketing authorizati

PRILOHA — Stanoveni data exspirace
ANNEX — Start of shelf-life

Stanoveni data exspirace vychazi z pokynu EMEA r;Std Shelf-life of the Finished
Product* (CPMP/QWP/072/96, EMEA/CVMP/453/01) a ré¥mmdpovidajicich CMD a QRD
Sablon pro SPC ifbalovou informaci a obaly.

V zasad ma byt datum exspirace vyfitano z data propudti Sarze nebo, vijpad kdy
doba mezi datem vyroby a datem propnBSarze pesahuje 30 di z data vyroby Sarze.
Datum exspirace ma byt naslédmyjadceno ve formatu MM/YYYY, picemz gipravek
exspiruje na konci stanovenéhoisite (nap 04/2010 znamena 30. dubna 2010). Tento
zpasob vypd@tu miZze vést az k dvouésicnimu prodlouzeni doby exspirace (viz Tabulka 1
nize).

Takové prodlouzeni neni akceptovatelné a to zejmpra gripravky s kratSi dobou
pouzitelnosti (tj. do 12 #sia1). Z tohoto divodu by datum exspiraceédn byt vypaitano na
zékladt DD/MM/YYYY a to z data propughi SarZe nebo data vyroby (viz vySe) s naslednym
zaokrouhlenim nahordi dola na MM/YYYY podle nasledujiciho fikladu: 14/01/2007 se
zaokrouhli na 12/2006, zatimco 15/01/2007 se zabkiraa 01/2007. Viz hodnoty v tabulce
.Piepaitana doba exspirace".

Tabulka 1: Fiklad stanoveni doby pouzitelnosti tablet s dobouzitelnosti 24 rssia.

. Datum Celkova doba od Pirepatitana
Datum prvni Datum S . Interpretace | __.. . L
homoaenizace baleni propusgni | Exspirace exsbirace zacatku vyroby po konec  doba
9 Sarze P doby pouZitelnosti exspirace
28/01/2005 | 29/01/200530/01/2005 01/2007 | 9° gé'o'fd”a 2 roky 3 dny 01/2007
03/01/2005 | 04/01/200805/01/2005 01/2007 | 9° gé'o'fd”a 2 roky 28 di 12/2006




03/01/2005

03/01/2005

19/07/2005
1

04/01/200

21/07/2005

501/02/2005

01/2007

02/2007

do 31. ledna
2007
do 28. Unoral

2007

2 roky 28 dri

2 roky 56 dri

12/2006

01/2007

For English version, see Question and Answers@eci EMEA web-site, item “Stability - Calculatioh
Expiry Dates" - http://www.emea.europa.eu/Inspeasiwp/g21.htm

! Tablety byly ped kongnym rozplrgnim skladovany po dobu 6-tigsici. V registréni dokumentaci je

v takovém pipadt nutno uvést pozadovanou dobu pouZitelnosti tohwaiproduktu vetrg prisluSnych

stabilitnich studii a informacich o obalech.




