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B AEABBEZENIER(pharmacodynamics effects)iImE E A4S - I B A
BEFHONEEERER (/AW SWmEMN FREBERSNESESR - BLUAE
SME )-

B HEARZENMEAMEN ERoEEMm  EREREREP—ELERE
AEMEE - BREMELVEREAR - BRNERKE/BEES EmPEME
MO ARKRE (M - SEBRRELERBEASRREENENET S -
ALURE AR - WH oIS R A LR EEREIIEN ) -

B ARAEAEZENFANMEN R A ERBREEEP—EFNERE
REARE - MMAEM A 2B B ROER S EMEM R D EEEN &1 (#lM - AR
HERKHEESD - & Levodopa # Carbidopa H#EH % ) -

ERENUARBATSHERAERERNRE BREHNENHES - ILRBEFRE
RECHRRELMEZELHGEEY  MAREBEUSREERAE - AEOER
MRS EE MBI

B HEARZEMEANMEN MBS MA - BELEM DB BRI RER
EARESEMEMRMEER/MREE( B - E;@%Kf&'f&@ﬁ’\]m%rﬁﬁﬂ—r'
ERENEEHNORBRENERZR ) ¢

B EHERNAEASREVEY  INABLLRERFIRE ZE5 8RS RET MR
SIRBRE S B R IER S5 B EMD

BURZEEEEC

BT EHE MmN EEMNRERIEONE NS 2 B8 E M (evidence base) - F8HA

AESY

RegMed 2020 Vol. 114 2



N B ] =
i (115?{15?? ,%?JE‘ Icl 171—/1.\[)%, F.‘ r‘-‘ 2020-04-10 1 1 4

L % | %% ek kiR
HNER TFDAEH < s % ~ & o o Iifffﬁ

1;:._ EFRZEEN | aRT28E "!! ‘
B BUSEFEHRESERNBERE - BZSERAEERIAEERIRER
EEEE -

B FRZIELFHNEYNKERUENER - ZEMK2 IsEEA MK (additive)
S\ i El(synergistic) R - EHEIMRZIBEN N - SELZAXBUEELEBHR
B ERE Y (efficacy) -
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2. HEIEEAIIAE(initial combination treatment)
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R#E EMA Guideline on clinical investigation of medicinal products in the
treatment of hypertension (2016 June 23)". EARMIBZERIMBE—FAFE_ -
R MBHEE—REE AR EZnZERMSdRIELEBFERIBAE
(subtherapeutic dose) - M&AF 7B IAREH (justification) - BIth B OIgEE AR

RegMed 2020 Vol. 114 4



D m.%)gakﬁ:u%ghqjju IE“E—] = ; \/ \ffl{j:lT-‘ 2020-04-10 1 14

L B, | i

: aisER TFDAZEY)
II;L._ EFiBER | SRE2EE

HEMEN2
= I o o oo R

Z B E £ (therapeutic dose) -

<1EE—> Ll subtherapeutic dose Z#& 5 ZmAE — AR MERR
REEFTESMERE  RELEEVELTFEX

= 8

ﬂﬂ}
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Ewm e LT ER T E RN K -
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https://www.fda.gov.tw/TC/siteContent.aspx?sid=9342.
4. EMA Guideline on clinical development of fixed combination medicinal
products(draft) - 2015 November 15.
5. April 4, 2017: Joint Meeting of the Nonprescription Drugs Advisory

Committee and the Drug Safety and Risk Management Advisory Committee
Meeting Announcement.
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