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Total of 25 employees + 35 external experts
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GMP inspection
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 oMarketing Authorization

--..r -National procedure, CP, DP, MRP
- authorized QC laboratories
1stitute for preclinical and clinical
armacology and toxicology

book: Marketing authorization of

i ﬁgicinal products, Renewal, Variations
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b o Domestic manufacturers (5)

— 'GMP.inspection (performed by: MoH-GMP
Committee, GMP inspections from EU
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armaceuticals Industry

b aProducts licensed

-:" -Total number of products licensed -3150
estic companies - 27%
reign companies ( EU countries,

A, Switzerland, Japan) -70%
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plementation of the Acquis
mmunautaire

'IEI Law for Medicinal Products and medical devices
-'. (OG 106/07)
| o

U4 37 Rulebook (published in OG)
26 on medicinal products
11 on medical devices

ebsite of Bureau

ww.reglek.com.mk
nplementation phase
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allenges, solutions, outcomes

Solutions Outcomes

Joint Committees/Working groups Weknesses/strengths

Communication Established orphan
medicines working group

Best EU practices National Agency for
EMEA advice Medicines to be
established in 2010

Development of human resources Strengthened
Training capacities built Human capacities

Development of human resources Strengthened

aﬂance Training capacities built Human capacities
m
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THANK YOU

Merjem.Haxhihamza@zdravstvo.gov.mk




