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4 A &2 Osmol/L
5 2= (Eg/L)/2pH
6 T CPS
7 PER-E
2ECH  (MFAISE OISSHSSHAIREON JH0IS2HI0 W2 ErE
o2 ot
ANBZD (NEIIZE: ~)
NEES Ch=et AEAHIXS, HEY) A& 2 o= oA
RS NER NER AE3
P =E
oH ~ ~ (£10%) | ==
HIZ g/mL ~ ~ (£10%) | ==
AFEQF Osmol/L ~ ~ (£10%) =
2= (Ey/L)/2ApH ~ ~ (£10%) ==
& CPS ~ ~ (£10%) =t
JIE &= ~ ~ (£10%) S8
AIED|2H 2000.00.00.~00. 5 BEY 2000.00.00.~00.
S0lAbEt
2e0n  |F

_15_




4.

UES

gl

1) EMA, Guideline on the Investigation of Bioequivalence, Aug. 2010

2) EMA, Draft guideline on quality and equivalence of topical products, 18
Oct. 2018.

3) FDA, ANDA Submissions-Refuse-to-Receive Standards Guidance for
Industry, May. 2015

4) FDA, The BE Table Comparative Physicochemical Data of Ophthalmic
Solution Drug Products in Module 2.7 of the ANDA

5) FDA CDER, Guidance for Industry Topical Dermatological Drug Product
NDAs and ANDAs - In Vivo Bioavailability, Bioequivalence, In Vitro
Release, and Associated Studies. June. 1998.

6) Health Canada, Guidance for Industry ; Pharmaceutical Quality of
Aqueous Solutions, 18. Feb. 2005.

7) PMDA, Guideline for Bioequivalence Studies of Generic Products for
Topical Use, 7. July. 2003.
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Jj, 11. Mar. 2016.
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