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DTP-HB-Hib:

ACWY

WHO

TGA

MHLW

EMA

) latidd)

Bacille Calmette-Guérin vaccine ¢l W

Diphtheria-Tetanus-Pertussis vaccine ( < dlew, gaglis, L) (6ol DA -

International Conference on Harmonization slsall delia g Glayl alanil allall aesil)

Oral Polio Vaccine (sl July! JLi -l

Tetanus Toxoid vaccing (ustall w.sg -~ &l

Measles , Mumps ,Rubella &sll¥) dpaall | CilSH) | dpasl) -Gl
Diphtheria-Tetanus-Pertussis-Hepatitis B vaccine (S, Jlas, e 5315 1 y380) ao jall 21
Diphtheria-Tetanus-Pertussis-Hepatitis B vaccine- Haemophilus influenza
(o e A Sl ) 30 sl e (oS, (S s, (s 585 Ly i) uslad]) U
Meningococcal Meningitis vaccine (serotype A,C,W,Y)

World Health Organization dullll daall dadaie

Therapeutic Goods Administration 4wy Lsall ddalud)

Ministry of Health Labor and Welfare asblll dsall 5y,

European Medicines AGENCY 4wug s elgall Lia
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Unmet medical/patient needs (Acc to FDA):
The product EITHER treats or prevents a condition with no current therapy, OR If there
are available therapies, a fast track drug must show some advantage over available
therapy, such as:
- Showing superior effectiveness, effect on serious outcomes or improved effect on serious
outcomes.
- Avoiding serious side effects of an available therapy.
- Improving the diagnosis of a serious condition where early diagnosis results in an improved
outcome.
- Decreasing a clinical significant toxicity of an available therapy that is common and causes
discontinuation of treatment.
- Ability to address emerging or anticipated puplic health need.
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1-The product is intended for the treatment of serious epidemic disease ( On condition that

there are no enough available similar)
2- The product was classified as an Orphan Drug by the FDA or EMEA
3- The product demonstrates unsatisfactory local supply and/or its potential use address

unmet medical/patient need.
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