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CHMP scientific committee
- Max. 210 days to Opinion i
- Single Marketing authorisation valid
across EU:

- 1 (invented) name

- 1 common SPC, PL and label
.- | - 22 languages (+IS/NO)
o | - 1 legal status

- 27 Member States
- Access to ~ 495 million users 2
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Protection of public health by

avoiding potential confusion with

names based on objective criteria: Where Medication Errors Occur...
A Safety concerns

A INN/INN'stem concerns
~  Other public health concerns
A Product specific concerns

TRANSCRIPTION

PRESCRIBING 12% of errors
39% of errors

Different objective from Trade mark
reglstratlon Process :
A Obtain legal protection for
regi-stered sign (
A Distinguish goods/services from

one trader to another DISPENSING ADMINISTERING
~ Legally enforceable 11% of errors 38% of errors




Potential confusion in Print, Speech and/or handwriting

Agenda ltem

11.1.49

IN

Proposed
invented name

Luivac

Litak

ZIAC

INNs/Stem

Lysatum bacteriale mixtum

Cladribine

Bisoprolol +
HETZ

ATC group

LO3AX

LO01BB04

MAH

Indication

Treatment of recurrent
respiratory infections

hairy cell
leukemia

indicated in the
management of
hypertension

Strength/Ph.Fo
rm

3 mg/tablets

2 mg/ml/
solution for
injection

Tablets

RoA

cutaneous use

Oral use

1'Ve

Oral use

Legal Status

Subject to medical
prescription

prescription

prescription

Subject to
medical
prescription

Orphan use

NA

Appl. Status

Authorised:
CZ (year)
LV (date/year)

authorised:
Centrally

(year)

BE: Radiated

Multiple
application

Obj. Source/
Criterion
Details

CZ: 2.1.1 - Confusion with IN
LV:2.1.1 - Confusion with IN

NRG
Discussion

Not endorsed (different
setting)

Conclusion

The objections were endorsed as the risk of confusior;

deemed likely.

The proposed invented name is not acceptable.




