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5.1 UNTYeIlLININATE NI uNTIdeneaaindia (Introduction Good
Clinical Practice or GCP)

5.2 wmwﬁﬂﬁmm%’uﬁmawaapﬁ%’a (Responsibilities of investigator)

5.3 UnummihfinusuinveuTe I NTIINTI35TIIM el uNy e Ussdan
(Responsibilities of Institutional Review Board (IRB)/Independent Ethics
Committee (IEC))

5.4 unuymThiiauuRnveue s e wvieratiuayulasiniside (Responsibilities
of sponsor)
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(Informed consent process)

5.6 NMInenuAMulaondylunsIdenieadin (Safety reporting)

5.7 Clinical trial intervention
- NTIANITHANS NIV (Investigational products)dniunisAineidenaass
NI FAALUN
- 11599n13 Intervention Tun1sAinyiTennasmenudnuamans wasngfnssy
ans (mnvtisnudensifisiii)
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"3“8%14??14@@ (Enhancing subject recruitment, subject compliance and subject
retention)

5.9 Essential documents in clinical researches
- T39919M19398 M1suAlelas9919n19398 (Protocol/Clinical investigation plan,

protocol amendment)

- AloR33Y (Investigator’s brochure)

- wuufiunseseaudeyanisfinw (Case report form)
- lonasAuatu (Source documents)

- M3IAAUeNESIATINNSANEYITY

5.10 Maiu Yuiin wagn1su3msdnnisnanmdeya (Data record and data quality
management) Laznsuntlassnwanudunazanududusa (Privacy and

confidentiality protection)
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