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Research on quality control standard and safety of liquid bandage
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[Abstract] Objective To investigate the quality and safety of liquid bandage and establish a reliable quality control
method. Methods The quality of liquid bandage was evaluated by appearance, film forming time, viscosity, comfort, waterproof
and air permeability. The content was determined by HPLC. The safety of liquid bandage was investigated with skin irritation test
and allergy test. Results The self-made liquid bandage was uniform and delicate, with good ductility, fast film formation, good
mechanical strength, waterproof and air permeability. The content of active pharmaceutical ingredients in the film met the
requirements. It had no obvious irritation to the skin and no allergic reaction. Conclusion The established quality control method
was reliable. The liquid bandage had good safety profile.
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Fz1 RIENFERERNER (=3)

RS AR [ (1/s) (%) HUsK i BE (MPa) TR (%) MVTR (mg/cm?-h)

20201130 92.6+2.35 167.2+3.07 7.04+0.65 1.73+0.25 2.78+0.43

20201222 87.4+4.71 172.5+2.14 6.38+1.21 2.02+0.37 2.3540.19

20210106 101.742.02 165.4+4.93 5.9942.47 1.86+0.08 1.98+0.84

*x2 WEEFRRERNER =3)

TE AR JRRREET [E] (#/5) i 2(%) sk (MPa) IR (%) MVTR(mg/cm?-h)
3M 125.7+3.05 — — 2.53+0.84 2.38+0.45
—HA 194.7+5.13 175.4542.52 2.89+0.10 0.43%0.01 1.79+0.17
Ffr 226.7+4.04 246.89+16.15 2.35+1.00 0.47+0.03 0.58+0.18
NN 114.74£7.77 159.43+3.44 6.89+0.39 0.36+0.05 1.94+0.35

E: "R AR

Fz 3 AR AR XS B S AR BB RTIE] (#/min)

B i VIEA S I
TRA X IR 2.991 4.068 10.678
AR AT 2.983 4.080 10.698
224 HENE
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R 6 RIEBITT RN ELR

R7T REGITIM 3 MEARSSENESER

A AR EeR PEEE RSD
(pg/ml)  (pg/ml) (%) (%) (%)

R 640.00 662.13 103.46 103.04 0.35
640.00 658.32 102.86

640.00  657.96  102.81
800.00  817.55  102.19 102.68 0.46
800.00  825.14  103.14
800.00  821.74  102.72
960.00  989.25  103.05 102.89 0.35
960.00  983.76  102.48
960.00  990.18  103.14
FlZEKM 32000 31025 96.95 96.56 0.40
32000 30776 96.18
320.00 30896  96.55
400.00 38737  96.84 97.02 0.70
400.00 38575  96.44
400.00  391.06  97.77
480.00  460.57  95.95 96.63 0.93
480.00 46873  97.65
480.00  462.18  96.29
AR B 32.00 30.76 96.13 96.81 0.80
32.00 3125 97.66
32.00 3093 96.66
40.00 3869  96.73 96.63 1.09
40.00 39.05 9763
40.00 38.21 95.53
48.00 46.68 9725 97.11 1.83
48.00 4573 9527
48.00 4743 98381

Eling KB (%) FIZRE) LA (%)
20201130 99.74+0.23 97.39+0.16 100.57+0.07
20201222 98.92+0.19 97.06+0.35 101.23+0.14
20210106 98.48+0.05 96.59:£0.04 96.83£0.12
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TR T G R AR B 2, R TE A
5 [ G R U AT s v o HG o AT 4 — il
AT AR (A A RS 2 2541 bR e YY/T
0471.3-2004 Hfil A1 1w BORHA LS 77k ) B ([ 245
i) (2020 4F R ) ¥ BT 45 AH AR 1 XA 61 AT
W EAT TR %52, 456 B i 5 584G
S, 8 A i ) BT A AR LN T - BB AR ] AN KT
5 min, Wi SRR E R AE T 130%, Pk A
& TF 3 MPa, K1 F A1 E T 3.5%, MVTR(K
B FR)AENT 0.6 mg/(em>h), M EIhfENE
B B R FR R B 95.0% ~ 105.0%, Hoft fin:
SRR AT A AR . B AT S
TR AR B AT I 7= 5, o] A [RIZE 7= )
i fle it —E S %,

KT HPLC & R A AT Ik (9 5 ik, 8
SR ANEAHE & R B BE, R R R ROR LA B
210 nm AbEAT S R, 9125 K A 210 nm 1

10 RG] AT AT AR SR RIF M IR I 45 R
ZEHX ZiRIX
A a] (#/h)
No.l  No2 No3 No4  MBS4  FH5 No.l  No2 No3 No4 HBGF i
1 0 0 0 0 0 0 0 0 0 0 0 0.00
24 0 0 0 0 0 0 0 0 0 0 0 0.00
48 0 0 0 0 0 0 0 1 0 0 1 0.25
72 0 0 0 0 0 0 0 1 0 0 1 0.25
F 11 RAE AT AR AR 22 R R IR I 45 R
FHKX ZikIX
1] (2/d)
No.1 No.2 No.3 No.4 SRSy T4 No.1 No.2 No.3 No.4 Jay S5y
1 0 0 0 0 0 0.00 0 0 0 0 0 0.00
2 0 0 0 0 0 0.00 0 0 0 0 0 0.00
3 0 0 0 0 0 0.00 0 0 0 0 0 0.00
4 0 0 0 0 0 0.00 0 0 0 0 0 0.00
5 0 0 0 0 0 0.00 0 0 0 0 0 0.00
6 0 0 0 0 0 0.00 0 0 0 0 0 0.00
7 0 0 0 0 0 0.00 0 0 0 0 0 0.00
8 0 0 0 0 0 0.00 0 0 1 0 1 0.25
9 0 0 0 0 0 0.00 0 0 0 0 0 0.00
10 0 0 0 0 0 0.00 0 0 0 0 0 0.00
11 0 0 0 0 0 0.00 0 1 0 0 1 0.25
12 0 0 0 0 0 0.00 0 0 0 1 1 0.25
13 0 0 0 0 0 0.00 0 0 0 0 0 0.00
14 0 0 0 0 0 0.00 0 0 0 1 1 0.25
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F12 HEEESR

BHCR(%) IrR MR N R
0~8 I EEEE5
9~28 I 1R

29 ~ 64 m P REEUE
65 ~ 80 I\ TR
81~ 100 \ [EHE

R 13 REQI R AR R BRETS R R 4A SR

BRI

g UIECOWEE] gmpspsy PR SR
- (n) (th) ———————— 3P (%)
4
—- 24 200 0 0 0
e 20 48 200 0 0 0
24 421220 14 70
FHPEXTREZE 20
48 2 31410 15 75
24 100 0 00 O 0
BAMEXTREH 10
48 100 0 0 0 0 0
Al A2

2 ALAYIREER (x100)
AAYORIBE R B YRR s C AR R RS
125 4 2. 452545 3. P4
RTINS, S BB AT rh HAB G o3 7 A 4
WA XsF s A3 B A AAAE T, T3 A0, R Ry 2R F
PRk G WPV WO S AR, HAERR PE A T I Ut R
W B Iz i TR B, 7 210 nm AN BRI, 21
i AL B S MR, BT I, [R] A
At v 2R R AR 22 DR A i B AL S B Y
20 f5 AN 10 %, RARIE 3 Fh2h 4 e e R U 2 , 1 45
FROCHIE B HI AR LA B 2 DIRIAE I 262 nm
VE SRR
ARHIEE ) Z-RAFOR LB IX 3 Ty o =]
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