DUOC PONG HOC CUA THUOC
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Cau truc cua IB (Hb so san pham danh cho nghién ctwu vién)

Lich str
phat trién

|

Cobng thire
dwoc pham

tom tat

« bia, bao mat

. tom tat Thong tin quan trong

. i twa Binh vi ky vong, cac can ctr, nhirng diém can chu y trong danh gia

. Céc tinh chat vat ly, hoa hoc va dwoc hoc va thanh phan cdng thirc

Sw thich hop cla thanh phan, xt ly

"« Dwoc ly hoc, dwore déng hoc va chuyén hda thubc, doc tinh

Céc két qua phi lam sang, sw bét tién, ngoai dy tinh

. Cac két qua thir Céc két qua trong va ngoai nwdc, va nhirng diéu can can nhac cho
nghiém |am sang dén giai doan trwdc

. Tém tat div liéu va Hwéng dan danh cho cac bac sT | hidu va danh gia mét cach hiéu qua

co trach nhiém vé nghién ctru Py
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Dwoc dong hoc: PK

Dwoc dong hoc: PK

Do la mot nghién ctru dé cap dén viéc thudce hoat dong nhw thé nao (dwgc dong
hoc trong co’ the (in vivo)) sau khi dwgc dwa vao co thé ngudi.

Mat khac, dwoc lwe hoc (pharmacodynamics: PD) la Iinh virc hoc thuat nghién ctru
cac co ché qua do thude anh hwdng dén cac chire nang sinh hoc (twong tac voi cac
thu thé, maoi lién hé gilra liéu lwvong - dap ng, co ché tac dung cua hanh déng diéu tri

va gay nghién).

Dwoc dong hoc clia thube cé thé dwoc chia 1am bdn qua trinh chinh.

Absorption (Hap thu)
Distribution (Phan bd)
Metabolism (Chuyén hoéa

Excretion (Thai trtr)

»

(H6 so san
pham danh
cho bac si co
trach nhiém

vé nghién

clru) 7

C6 thé hiéu dwoc hdé so san pham danh
cho bac si co6 trach nhiém vé nghién ctru
va cac to hwéng dan st dung thuoc !
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Khai niém co ban: Tinh hiéu qua va Hap thu

- Khi mét loai thubc dwoc dwa vao co thé, tinh hiéu qua (efficacy:E) dwoc thé hién bang
"E=A, C, S".

A 1a hoat tinh dwoc ly cia ban than thudc,
C la néng dé thudc tai noi tac dung.

S la tinh man cadm cua co thé sbng.

dwong di cta thuoc , ’
Khi thuéc dwoc hap thu va phan bo cho tieng mo, theo "dwong xuyén qua té bao" hoac
"dwong xen gilra té bao"

~ Pwdng xuyén qua té bao

- Puwdng xen gitra té bao
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Nhirng diém chinh can giai thich khi cung cap 1B

Hiéu qua cua cac xét nghiém tir trwdc
« bia, bao mat dén nay la gi?

. Tom tat T
Viéc xu ly nay that phién toai.
o [0 twra Co6 cach nao t6t hon khéng?

. Cac tinh chat vat ly, héa hoc va dwoc hoc va thanh phan cong thirc

. Dwoc ly hoc, déc tinh, dwore ddng hoc va chuyén héa thudc

. Cac két qua thir nghiém lam sang Con kha néng gay di tat bam sinh
. B thi sao?
« Tom tat dir liéu va Hwdng dan danh cho cac MAt bao 1au dé thai trir tr dau?

bac si ¢o trach nhiém vé nghién clru —
. . . Cac bién co bat lgi (AE) thdng
Cung cap cu thé théng tin ma ban biét: O ca, O% thworng 1a gi? Phai lam gi véi chang?
Tra I&i sau d6 vé bat ky diém nao chuwa ré S€ mat bao lau dé binh phuc? )

Ban quyén thudc vé Remedy & Company Corporation. Bao lu moi quyén.




This document is protected by copyright law and other applicable laws.

All rights reserved. Transfer, printing, duplication, replication, disclosure to third parties and

unauthorized use are strictly prohibited unless prior permission is received from Remedy &
Company Corporation

Original authors retain all rights to graphs, diagrams, images that are referenced in the
document.

All company names as well as product names referred in this document are

trademarks or registered trademarks of those companies.

Contact : Remedy & Company Corporation
Address : TOKYO TORCH Tokiwabashi Tower 23F 2-6-4, Otemachi, Chiyoda-ku, Tokyo, 100-0004 Japan
T:+81 3-5299-7011  F: +81 3-5299-7021

E : info@intellim.co.jp

Copyright © Remedy & Company Corporation All rights reserved.




