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Propofol formulation Mixing ratio, remifentanil Time after Light obscuration pH Dynamic light scattering
and concentration HCl + propofol mixing h PFATS
L.W. MDD nm Pl
P-MCT1 10 mg/mL Control 0 0.004 = 0.002 7.58 198.72 1,7 0.062+0.026
4 0.004 +0.002 7.46
1+1 0 0.014 +0.008 7.15 190.0£ 0.5 0.050+0.017
4 0.015 £ 0.009 6.59
1+20 0 0.004 = 0.002 7.14 189.02 1.1 0.058  0.025
4 0.004 = 0.002 6.91
10+1 0 0.032 = 0.003 3.68 188.1+ 1.5 0.046 + 0.020
4 0.780+ 0507  3.62
20+1 0 0.026 + 0.003 3.82 188.42 1.3 0.056+ 0.015
4 0.216:0.096  3.80
P-MCT1 20 mg/mL Control 0 0.008 = 0.002 7.63 202.0: 1.3 0.045+0.027
4 0.007 +0.003 7.70
141 0 0.046 +0.016 6.09 193.8:1.7 0.068+ 0.022
4 0.072+ 0.022 6.02
1+20 0 0.007 £ 0.004 7.32 191.2: 1.5 0.061+ 0.022
4 0.006 0.005 7.07
10+1 0 0.129: 0.034 375 19244 1.6 0.082+0.010
4 0.590: 02000  3.76
20+1 0 0.062 £0.017 4.11 196.2£ 9.5 0.059  0.027
4 0.651:0.278°  4.04
P-MCTZ 10 mg/mL Control 0 0.013 £0.002 732 188.72 1.7 0.079+ 0.022
4 0.015 = 0.005 6.98
141 0 0.072+ 0.017 5.46 18032 1.7 0.083+0.019
4 0.255: 0.076 538
1+20 0 0.017 = 0.005 7.19 180.92 1.1 0.083+0.013
4 0.014 +0.001 7.35
10+1 0 0.048 £ 0.001 3.59 181.3: 1.2 0.085+ 0.010
4 0.248:0113° 355
20+1 0 0.026 £ 0.007 3.73 18094 1.3 0.090+ 0.020
4 0.560+0.178"  3.72
P-MCT2 20 mg/mL Control 0 0.012 £ 0.008 7.49 184.0: 1.5 0.080 + 0.006
4 0.011 £ 0.007 7.53
1+1 0 0.122 + 0.048 5.77 175.61 1.0 0.095:0.011
4 0.555:0.129° 599
1+20 0 0.014 +0.004 7.73 176.9£ 0.9 0.089  0.021
4 0.013 £ 0.004 7.51
10+1 0 0.167 + 0.078 3.70 1743+ 1.5 0.078+ 0.013
4 0.945+0.089°  3.62
20+1 0 0.024 +0.003 374 18154 1.4 0.085+0.012
4 0.269+0.096"  3.73
P-LCT 10 mg/mL Control 0 0.013 £ 0.003 7.39 175.4£ 0.9 0.078+ 0.024
4 0.013 £ 0.003 7.33
141 0 0.031£0.013 5.41 175.941.2 0.075+0.013
4 0.026 £ 0.000 535
1420 0 0.015 +0.002 731 1756+ 1.5 0.059+0.018
4 0.015 £ 0.002 747
10+1 0 0.033£0.014 3.62 17482 1.9 0.069 + 0.021
4 0.095 + 0.035 3.59
20+1 0 0.017 £0.001 3.58 17422 1.7 0.080+0.020
4 0.037 £0.013 3.50
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LPHARMACA

6/9



Advanced Material Handing | Application Note

Propofol formulation Mixing ratio, remifentanil Time after Light obscuration pH Dynamic light scattering
and concentration HCl + propofol mixing h PFATS
LW. MDD nm Pl
P-LCT 20 mg/mL Control 0 0.014+0.004 7.09 168.2+1.9 0.067 +0.016
4 0.014+0.002 722
1+1 0 0.063 £ 0.006 5.17 169.6+ 0.9 0.074 +0.017
4 0.117 £+0.012 5.15
1+20 0 0.016+0.002 7.08 168.5£1.3 0.066 +0.019
4 0.016+0.002 7.04
10+1 0 0.065 £ 0.014 373 166.5+ 1.0 0.073 £0.021
& 0.291 £0.010" 3.69
20+1 0 0.041+0.004 F:5T 167.5:t1.0 0.071+0.017
& 0.240 £0.010" 3.62
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PLS_all, (Y-var, PC). (PFATS,2) BOW = 0.166163 PLS_all immedia..., (Y-var, PC): (PFAT5,2) BOW = 0.175134
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P-LCT P-MCT1 P-MCT2 Ratio Time pH P-LCT . P-MCT1 = P-MCT2 Ratio pH
PLS_all 10mg_mi, (Y-var, PC): (PFAT5,2) BOW = 0439743 PLS_all 10mg_mi..., (Y-var, PC): (PFATS,1) BOW = 1.894320

Kl 5: a-FrE AR BN PFATS ARSI b-TR & Ja BV Z(Oh) £ 4 ;

c-10 mg/mL PTG £ (B4 4h &) ; d-10 mg/mL R VAEE & ) RO Z00 & 1) £

KA RAE A E FHRETH (TNA) A& R [FIFELS 2] EHIES ., — %% Lipovenoes® MCT
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BT EEA LT USP <0.05% % 4 FRAE P s 28110 2451 N Mg i, BIME 2R BEAUCN 2.7 mmol/L (JiF

SCHH BRI B R B 4
TS 6 h MELHIN,

ZIRFED , PFATS £E 6 h J5 RIZ8H USP BIME . HAE %78 1% € T
BN L TR AR FEE B AR AR ] ) WA 28 eV i R AR N

Formula/Group No.

Prescription ingredient

0 1 2 3 4 5 6
Glucose (%) 10 10 10 10 10 5 5
Amino acids (g/100 mL) 3.35 3.35 3.35 3.35 4.5 45 4.5
Fat emulsion (%) 24 24 2.4 24 24 24 24
Na* (mmol/L) 0 100 100 100 100 100 0
K" (mmol/L) 0 39 39 39 39 39 0
Mg?* (mmol/L) 0 0 134 [ 27 ] 3.4 34 34 |
6: ARG SABIMRLST AT, ZAERR. MR, Na'u K'\ Mg4%)
TNA Mean droplet size (MDS) (nm) The percentage of fat residing in globules >5 pm‘(PFATS) (x1072%)
No. 0Oh 6h 12h 24 h 36 h 48 h 0Oh 6h 12h 24 h 36 h 48 h
0 281+5 286+2 294+8 295+6 301+12 287x7 2.02+0.04 2.13+0.06 1.99+0.04 2.23+0.16 2.33+0.16 2.13+0.12
1 289+6 309+8 307+5 301+14 299+9 301+3 3.25+0.06 3.85+0.14 3.31+0.12 3.32+0.12 3.68+0.24 3.37+0.28
2 288+2 313+6 339+7 375+12 372+7 383+18 3.24+0.03 | 7.31+0.76 | 13.16+£1.77 21.21£175 29.77+1.16 36.57+2.81
3 277+34 301+4 318+7 349+11 351+4 354+10 3.15+0.13 | 6.82+0.35 | 10.66+0.13 19.17+1.13 23.01+1.21 32.12+1.13
4 286+10 309+6 33111 362+11 368+14 382+2 3.16+0.07 | 7.33+0.12 | 12.57+0.30 21.20+1.15 30.12+1.58 36.47+2.63
) 288+8 310+8 342+9 370+14 375+10 383+4 3.24+0.11|7.35+0.16 | 12.54+0.28 23.32+1.67 31.04+1.06 36.38+2.48
6 288+14 307+8 329+4 355+10 357+11 361+4 3.26+0.07 4.57+0.32 5.94+0.23 8.42+091 9.62+1.42 13.69+1.03

TNA, total nutrient admixture; MDS, mean droplet size; PFAT5, percentage of fat globules >5 pm; TNAs, total nutrient admixtures.

K 7: AS[E TNA FC 5 E & IE S (0-48h) HSF35 R~ (MDS) #1 PEATS 14
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& WA
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EYE S RME RN, HIX b
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R A
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TEEHER, N PFATS & IUT KA B

BUE 5 1024 18 BEIRUEA T BRI BRI . X
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[1] The United States Pharmacopeial Convention. USP <729> Globule Size Distribution in Lipid Injectable
Emulsions [S]. USP 36-NF 31, 2013.

2] ExR#MZFEGL, e ANRILMEZ M 2015 R [S]. dbat: T E B2 RS H R4, 2015.

[3] Klang MG. PFATS and the Evolution of Lipid Admixture Stability [J]. Journal of Parenteral and Enteral
Nutrition, 2015, 39(1 Suppl): 67S-718S.

[4] P, BEMANE FRRICH] [J]. PRRIEE 2 4%, 2018, 9(4): 301-307.
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HERI R [T]. PEBH R R 24k, 2003, 20(5): 356-359.

[7] T SbL 7 SR AR 1 GBI F 1 Mg 07 P SO T Spm (9238 Kb 5 [0]. 29 0 i 2k &,
2014.

[8] Nilsson N, Nezvalova-Henriksen K, Tho I. Emulsion Stability of Different Intravenous Propofol Formulations
in Simulated Co-Administration with Remifentanil Hydrochloride [J]. Pharmaceutical Technology in Hospital

Pharmacy, 2019, 4(2): 71-82.
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