fbaks P AR s BRG] el 25 -5 B s v
T B E B ARRBFEE EFEMNAGARAE, LA FN 213018)

HESES RI943;R322.4°1 XEAAREA A
DOI  10.6039/j.issn.1001-0408.2016.13.34

XEHS 1001-0408(2016)13-1845-03

 E B RSk o IR A AT R B, F kAR R T L Y F ED A RIEATAL, SRR ISR B4k kR Ak
A B IEA TR TG A B A AR 18] T R A TR SR AR O S AR TR A AT R A e R F . LA R A 43R v N S
R RINERAT A, BB E SRR SR (30 £2) C(65+5) %iBERAMT 6 A AT (R S RERE), LR #E ikt
IO EBEAN GG 5 A 0.45 % ik 35 dE 2.6% A T 4 45 E5 1.2% % L =85 400 .1.2% 4 b .0.3% H %55 0.045% # #h An K E
100 g, Fral G agteikdsdE o BERE A 25U & FF 0, BE 4 (183,56 £4.2)~(190.5 £ 5.1) um, A f & & 35~38 s, w37 B A
11~12, %K 5% A 4.273 1~4.410 5 kg/mm’, 8% 4 99.2% ~99.5% ; £ 7 0.5% + =tz A Am shisie P A a ik F bk T E R
(10 min#g RARE B E 4 90.9% vs. 72.3% ) , £ 6 A A dmik 5 T HR A FFm i B LW LT, 2 ik ik o R &
F AR TAT, R ERZ T,

KEIR MuikdidE AR T A FED; v EBEA S

Preparation and Quality Evaluation of Tadalafil Oral Films
DING Sheng, HUANG Jian, QIAO Yuqing, YIN Xuezhi, WANG Bing (Changzhou Pharmaceutical Factory Com-
pany Limited, Jiangsu Changzhou 213018, China)

ABSTRACT OBJECTIVE: To prepare Tadalafil oral films and to evaluate its quality. METHODS: Tadalafil oral films were pre-
pared by solvent casting method with HPMC E5 as the film materials. The formability, thickness, disintegration time, folding
strength and tensile strength were used as index to screen and optimize the type and amount of excipients. The in vitro dissolution
behavior of the films was compared with that of commercial Tadalafil tablets. The stability (property, content & dissolution) of the
films was studied at the temperature of (30 +2) °C and the humidity of (65 +5)% for 6 months. RESULTS: The formulation of
tadalafil was as follows as 0.45% tadalafil, 2.5% HPMC E5, 1.2% PEG 400, 1.2% glycerine, 0.3% mannitol, 0.045% men-
thene, added water to 100 g. Prepared Tadalafil oral films were ivory-white and semitransparent with thickness of (183.5 + 4.2)-
(190.5+5.1) um, disintegration time of 35-38 s, folding strength of 11-12, tensile strength of 4.273 1-4.410 5 kg/mm’ and content
of 99.2%-99.5%. The in vitro dissolution of the films in 0.5% SDS-Na medium was faster than that of commercial drug (cumula-
tive dissolution of 10 min were 90.9% vs. 72.3% ), and the films did not show any significant change in property, content or disso-
lution under accelerated temperature conditions for 6 months. CONCLUSIONS: Tadalafil oral films are reasonable, feasible in prep-
aration process and stable, controllable in quality.

KEYWORDS Tadalafil; HPMC E5; Oral film; Dissolution
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Tab 1 Composition of blank films of different formulations

. ik
r hsE — £ B 4 5 F6
HPMCES — 24% v v vV
CMCNa  12% %
PVPK30  12% v
PEGA00 12% V v v
i 12% V V v v
il 24% v v
ip 03% vV v v v v
i 0.6% %
kE 100g V vV v V v v
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Tab 2 Evaluation of blank films
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Fig 1 Particle size distribution of tadalafil
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Tab 3 Composition of Tadalafil oral films

@5 Ho /) B
Atk 045%"
HPMC E5 24%
PEG400 12%
il 24%
THRRE 03%
WhrH 0.045%
€ 100 g
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Fig 2 DSC of 3 kinds of samples
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Tab 4 Quality evaluation results of Tadalafil oral films
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Fig 3 Dissolution curves of Tadalafil oral films and commer-
cial tablets
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Tab 5 Results of accelerated stability test

ie] B LZIN AE.% 30 min ZEUELE, %
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30 AR ER BN 999 982

$6H A LA 995 979
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H3H ALAEKBE 9.8 982

F6J1 A ek ENEA 993 979
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