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7 R 1% B2 A E M LW X EE A SR
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22 R WE % A 4T B (Backing Membrane ). 2% 7% P41 F
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W D ] o e 2 ek 1
= AH5HIETIERR

(—) &%

R DL B 0] B K R B R M R N HE AR, HA T Y
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2.5 85 A8 (Excipients and Components)
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&R R RNE LA Rk £ B R F M E i,
b E G, EEZHHE (USP) FERNZE 8 (EP) F3HK
. Hhoh, EEHHE (USP) TRE THEIRE, BRG]
F (JP) W3 T Y ¥ Hoah vk .

TEF SRS K A B 07 ik i, At R pH B R B
IR S E 2 B AN E S AT IR e b Al, RASEER o
NEEHNRE Y, BRET FEHIT RSN T EZFRIE.

AT R R R, TR N S BUR S 2 6 BRI A
B DAH T ENBEREE (BE A HERARTEHH
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MK, HE 80% LA Loy 2 Wi 2| F & 8 (& 2 /b
B BURE 19K, 4 = B R 25 R B Am ), AR SR
[B] BT A ) B A b (e AT R, — AR BT 2 A R

TEBE A S A R AR b, BB BURE R R BTG
PR R AN ERENNEED —ANE, WEHAEEETR
AB, FEAEAT Bt 18] & BT 0 B B AN B A A R T
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ME S TRARKE. BEEREMER T ENE

Frf N TSN, B SN E, o
P B | DANE 2 o AR AR Edr . 24T A S A
Bp, VT3 A AR LA RO R R B AR A

K VU A B N B A AR, RN BUR T2

8
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W, RN E BN ARSI ER, &R X
G AT YW

5.0 H BB 25 # Ay AR E i 34

PR A OB 2 B 3 AR, VA A P Fu i A i AR
Ml IR B R B R, DR i M R B . AT
R P B FOL R, UK DSC. XRD 47 F .
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8. 25 JT 4 A W VLT i 1

BT ZE AT E 4, BEREFEE R EM
HARF ., FHRERRERTRAOFERSKEZ, 2T HT
FoR BT EE & AR, Ak B A P P B 2 ik
AR ROR £ A, B, ZEUEE R S ey T AL 5Tk A
o B2 R P S A AR A, DU RE R A
I et JB] B 2 R
B BREMMR

Fo M BRI A& DA A (AL 0 ) 25 A ik A PR AL
Wy — A R,

M Z AR N EE AR BB R, A X
M. REMRE. SEEZI, TNAFEE N 0
FATI RSN ROMNE B AR FEE I RE 46, /B L 3t
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bR A E AL, B T ARYE A A R AT PR
Yo, GIERAmG. KRGS, A, MHATEA TR
MRS, BRI TR AR A A I e 1] DL fE
R B T oL R HE

ARE M 5 o R AN RO AR 5 ] & G R
TV, AR, . Bt ZAMR 5 RN
EE Y
AR AT 7 2

Ji ) T AR vE 1 ( Patch Area Activity ): ML %/cm2& v, # &
T B AR RGN N, TR E R
W RAGIT. Z AR AT I B S R A AN £ A S
AEARFE G B WA KM, EZAE AW AT TR
% G-3E 0 ] B T B

) - 7 B UG 25ug/h, 1 R EFE] 72 h, AR 15em?,
# 25 & 4.8 mg:

72hx25ug/h=1.8mg; 1.8 mg X # 25 & 4.8 mg #y 37.5%;

37.5% /15 cm>=2.5%/cm? ( U 7| 0 AR 7 14 ).

F| B %)% (Peel Adhesion): & W7 5 BBk #Y 2] & #41
iR

x4 EF| % f1 (Release Liner Peel ): N3% F k7| 54 B
ERBERFERFNA.

%67 (Tack): & EER| Fate R E 5 B K ERBUE A #
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b B X R Bk B ZE S 7, BUBRAUE S B R IR UL T T A R B A
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Fr 4k 4 (Shear): A% #0375 B 7] JA B Jok b 3 4% 20 i, 9% 69 1
D, ] RO 3R] B AR 4 A AP A7 BT 51 R A T BT B
VP

%3t (Cold Flow ): & U528 i A B 4T /= 34 S o o A i 4
[ A RS WAL, K AR A A AR
o ERRK AR RNEEEE & WER AR T 244
HA R A AN T BN R RG] R, EERINEM
AR o R SRR R B B S &, B 4 2 AR P A
RAERR. s, ABRENERGHLE TERRKE,
BRIPZAEBEEFIR,
t. BE M

1. B 258 2020 F &, M 0121 7).

2. EMA: Guideline on quality of transdermal patches.
October 2014

3. FDA: Transdermal and Topical Delivery Systems-Product

Development and Quality Considerations. November 2019

4. XA WEEER A BHE IO (FHH A S
w5 AT (2019 F 11 A)

5. B X% i e TR 24 W T Al (b 4 25 A
A P AR B — A FE SR (2018 4F 11 A)

6. % [E 25 # ( USP42 ): i# NIl <3>TOPICAL AND
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TRANSDERMAL DRUG PRODUCTS—PRODUCT
QUALITY TESTS.

7. FE 2B 2020 AR BN 0931 % S BB
M € %

8. X[E 244 (USP42): i | <724>DRUG RELEASE

9. BN 54 (EP9.0): i@ 2.9.4 Dissolution test for
transdermal patches

10. EIXK 25 & B & =R 20 & w0 (o ik
ZF R 2 LR T BOR T 7 R (2007 49 A )

11. o [E 25 32 2020 St /W #6: @] 0952 &t 77 € 7%

12. FDA: Assessing Adhesion With Transdermal and Topical
Delivery Systems for ANDAs Guidance for Industry. October
2018

13. FDA: Residual Drug in Transdermal and Related Drug
Delivery Systems Guidance for Industry. August 2011

14, [E 255 2020 FhR G E: N 0981 25 i A A
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