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® Quality Guidelines

[ Specifications, analytical procedures and analytical validation

O Guideline on setting specifications for related impurities in antibiotics (draft, '10.7)
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= FRUE : 2842

(] Stability
O Guideline on Real Time Release Testing (formerly Guideline on Parametric Release) (draft, '10.2)
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F FRUE : g T= 42098 S Udet S72| MS0il Ust RTR AlE 8=

1 Herbal medicinal products
O Guideline on declaration of herbal substances and herbal preparations in herbal medicinal products / traditional herbal

medicina products ('10.3)
= ZQUIE : Moistel) a2 & MIMCl & QU0 JITHEIOI0F & LH=
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@® Biologicals : Drug substance

[ Plasma—derived medicinal products
O Position statement on CJD and Plasma-Derived and Urine—Derived Medicinal Products (draft, '10.6)
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1 Vaccines
O Guideline on Quality Aspects on the Isolation of Candidate Influenza Vaccine Viruses in Cell Culture (draft, '10.4)
OISS0IT} BHAI HIO|2H AL 22IE RloH AR=El=E I, HIO[AADF 22lTis T2, GMP R20IA AAKE D] E)X]
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BiOleiA HICHAI 222l HDAR

@® Biologicals: Drug product
(] Investigational Medicinal Products
O Guideline on the Requirements for Quality Documentation Concerning Biological Investigational Medicinal Products in Clinical

Trials (draft, '10.2)
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® Non—clinical

] Toxicology
O Questions and answers on the withdrawal of the 'Note for guidance on single dose toxicity ('10.6)

= FRUE : HRIF0 SEAE 28 EMACl ol & =4 sS4 2 55 2

O Guideline on repeated dose toxicity ('10.3)

= FRUE @ S50 SJAIEN JA0M AISSES| 32, 52, 2% & F0|, 22, UHO0IHES, 20 & 282 HAl
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O Reflection paper on non—clinical evaluation of drug—induced liver injury (DILI) ('10.6)
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O Question and answers on the 'Note for guidance on photosafety testing' ('10.6)
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1 General guidelines
O Questions and answers on 'Guideline on the environmental risk assessment of medicinal products for human use' (draft,

'10.6)
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@® Clinical efficacy and safety

(] Clinical pharmacology and pharmacokinetics
O Guideline on the use of pharmacogenetic methodologies in the pharmacokinetic evaluation of medicinal products (draft,

10.4)
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O Questions & Answers: Positions on specific questions addressed to the EWP therapeutic subgroup on Pharmacokinetics

(10.7)
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O Blood products (including biotech alternatives)
O Guideline on the clinical investigation of human normal immunoglobulin for intravenous administration (IVig) ('10.7)
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] Cardiovascular system
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O Pagediatric addendum to CHMP note for guidance on clinical investigation of medicinal products in the treatment of lipid

arterial hypertension (draft, '10.5)
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disorders (draft, '10.6)
= FRUE | RS BIPDIE, dHN, oF
1 Anti-infectives for systematic use
O Guideline on the clinical evaluation of antifungal agents for the treatment and prophylaxis of invasive fungal disease ('10.4)
= FRUE YA Bt HSSHERY H&2 fIt DA
1 Nervous system
O Guideline on the treatment of Premenstrual Dysphoric Disorder (PMDD) (draft, '10.5)
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O Guideline on the clinical investigation of medicinal products for the treatment of attention deficit hyperactivity disorder (ADHD)
i 284 HoF &Y, AMAIEC MeF 2 A7, JAN otXAd Ot
0.4)
& QA & A

(10.7)
i FRUE : ADHD

O Reflection paper on in—vitro cultured chondrocyte containing products for cartilage repair of the knee ('1
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® Multidisciplinary
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] Cell therapy and tissue engineering
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] Vaccines
2O (et L XZSE PIEH M THARE SHAIY Ciet S&, "I &
O Procedural advice on the submission of variations for annual update of human influenza inactivated vaccines applications
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O Guideline on quality, non—clinical and clinical aspects of live recombinant viral vectored vaccines ('10.6)
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Direzione
Generale

Presidente

Uifici i Staff

Utficio cenire studi
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delle procedure
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organismi collegiali
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Unita supporta scientifico

mnkmi nistrativi

Ufficio affan amministrativi,
dal persenale = legali

AREA1 _
egistrazione & Farmacovigilahza

'AREA 2

* Produzione & Controllo.

Ufficio AIC Nazionall

Ufficio attivita ispettiva GMP

Ufficio Procedurs comunitane

Ufficio attivita ispattva GCP

Ufficio Farmacovigilanza

Ufficio Autorizzazioni Officine

AREAS
_ Pmnedmedi

Ufiicio Prezzi e Rimborso

cmElEA'

Ufficio Coordinamento OSkeD

e alire Agenzie UE

Uifficia A it Europen

Unita |spezioni Materie Prime

Ufficio Rapport] con EMEA
e altre Agenzie Europse

XS http://www.agenziafarmaco. it
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