STATNI USTAV PRO KONTROLU LE CIV

Srobarova 48, 100 41 PRAHA 10
tel. 272 185 111, fax 271 732 377, e-mail: sukl@bkaoz

Cislo rozhodnuti o registraci udlené I&ivému pripravku Evropskou komisi podle natizeni 2309/93 /
Marketing authorisation number granted by the European Commission pursuant to the Regulation No.
2309/93:

Registraéni ¢islo/ MA number: EU/1/......

Informace o pridéleni kédu Statniho Ustavu pro kontrolu I&€iv_ pripravkim _registrovanych
centralizovanou procedurou. / Information on assigment of a code of the State Institute for Drug Conbl
to medicinal products authorised by the centralisedCommunity procedure

Tato informace se vydava podle § 27b odst. 4 zaRor@/1997 Sb. zdkona ocigech, ve zini pozdijSich
predpigi. Udaje uvedené v této informaci jsou totozné giddBatabazi Iéivych pripravki Statniho Ustavu pro
kontrolu I&iv (SUKL) a ve veéejnych &iselnicich odvozenych z této databazevw.sukl.cz / Lésiva/
Registrace/ Registr HVLP —figtupné pouze veské verzi).

Prilohou této informace je ldentifikai list (IL) k danému registt@mimu ¢islu pipravku, jehoz registiai
rozhodnuti bylo vystavené Evropskou komisi podliézesai 2309/93.

This information is issued in accordance with Sec®7b par. 4 of the Act no. 79/1997 on Pharmacelstj as
amended. This information contains data identioathbse held in the Database of Medicinal Prodatte
State Institute for Drug Control and in public $isdf selected data based on this databaseww.sukl.cz/
Léciva/ Registrace/ Registr HVLP — available only ineCh version).

Popis jednotlivych poloZek v Identifikaénim listu / Description of items in the Identificaion Sheet:

Nazev I&€ivého pfipravku - pouzit ndzev tak, jak je uveden v rozhodnutidpeké komise, vifjpac, Zze nazev
piesahuje péet 30 mist v polozce, je bez dalSich Uprav zkrawmeB®0 mist. Jedinou Upravou k jaké dochazi je
nahradaieckych symbal (nag. ,ug“) nebo jejich slovniho vyj&éni (nap.“microgramme") zkratkami
pouZivanymi v Databazi dé&ych piipravki SUKL*,

Medicinal Product Name - the name is used in the same form as in thefearo Commission decision, in case
of a name exceeding the 30 characters availabie stiortened to 30 characters without any furttierations.
The only alteration may consist in replacement akeéB symbols (e.g. ,ug“) or their wording (e.g.
microgramme) with abbreviations used in the SUKLdM&al Products Database.

Cesta, forma, baleni, sila, obal jsou uvadny podle Standard Terms 2008ww.sukl.cz/ Léiva/ Pokyny a
formulae/ Obecné pokyny — UST 17*.

Route, form, pack size, strength, packaging given in accordance with Standard Terms 2@0&w.sukl.cz/
Medicinal Products/ Guidelines and Forms/ Generatlélines — UST 17*.

Kod SUKL - je pridélen standardnim #sobem. Jde o&imistny numericky kdd, pouZivany jako jednozma
identifikator kazdé varianty &&vého pipravku podle registtamiho ¢isla EU pro Gely evidence a identifikace
lécivého pripravku a jeho variant €eské republice afpstanovovani cen a Ghrad z iegého zdravotniho
pojis&ni (8 26 odst.7 ).

SUKL Code - assigned by a standard procedure. It is a figg-dumeric code used as a unique identificator of
each presentation of a medicinal product in acardanmith the EU marketing authorisation number foe t
purpose of recording and identification of the nogil product and its presentations within the @zRepublic
and for price setting and reimbursement from thgipinealth insurance scheme (Section 26 par.7)

Reg.Cislo - posledni trajisli pro registréni ¢islo EU uvedené v zahlavi IL.
MA Number - last three digits for the EU MA number from theader of IS

ZEM - zeng, v niz je sidlo/adresa drzitele rozhodnuti o regts v EU*.
COUN - country of establishment/address of the margediuthorisation holder in the EU*

Drz - drzitel rozhodnuti o registraci v EU*.
Hold - marketing authorisation holder in the EU*



STAV - stav registrace ,R“ oziaje pipravek s platnou registraciCeské republice
STATUS - Current status of marketing authorisation “R'dizates a product with a valid marketing
authorisation in the Czech Republic

Nadpis a text Identifikeniho listu v giloze v gekladu do anglického jazyka zni / Translation &f blieading and
text of the annexed Identification sheet into Estyli

Jldentification Sheet"
Marketing Authorisation number of medicinal prodEeU/1/XX/XXX/IXXX
Last three digits of the MA number can be founthia table in the column following the “SUKL code*

*Seznamy a vyznamy zkratek pouzivanych v Databé&sinch pifpravki SUKL Ize nalézt v pomocnych
souborech Kiselnikim SUKL (www.sukl.cz/ Léiva/ Registrace/ Registr HVLP —iptupné pouze deské
verzi)./ Lists and glossaries of acronyms used gy $UKL Medicinal Products Database are available a
auxilliary files to SUKL lists www.sukl.cz/ LéCiva/ Registrace/ Registr HVLP — available only ineCh)

Upozornéni/ Note
Zadame drzitele rozhodnuti o registraci EU o dodandvého koédu EAN § 26¢ odst.1 zakan#@9/1997 Sb.
zakona o léivech, ve zgini pozdjSich fedpigi.
Pokud v IL budou nalezeny jakékoli nesrovnalostasime o zaslani informace na adregormatika@sukl.cz
a to¢esky nebo anglicky s uvedenim povahy problému. SKd podréty zpracuje ve Ifité 21 drii.
V priipad jakychkoli znén Gdafi uvedenych v této informaci bude drzitel registreteneprodle# informovan.
The EU marketing authorisation holders are hereloyested to provide the EAN bar code pursuant tticde
26c¢ of the Act no. 79/1997 on Pharmaceuticals nasnaled.
In case of any inconsistencies observed in the lEasp inform the Institute on the following e-mail:
informatika@sukl.cz either in Czech or English stating the naturehef problem. SUKL will process these
reports within 21 days.
In case of any changes in data provided in thisrmétion the EU marketing authorisation holder vid
informed without delay.

Ptiloha: Identifik&ni list v rozsahu x stran. / Annex: IdentificatiBheet , no of pages: x
Datum vystaveni/ Date of issue: 8.5.2004

Pracovnik Statniho Ustavu pro kontrolkivé odpowdny za vystaveni dokumentu / Employee of the State
Institute for Drug Control responsible for the iesaf this dokument :

Marie JeSatkova )
sekretariat sekce informatiky SUKL
Secretariat of the SUKL Informatics Branch



