6 TR A R P 2 T A B P R T s

GATTEFOSSE

T

XTI R AR AL T ki, 58— D 5T e R E 2 W AE R P g o R
BRERIE . SR ECEE, WHE KNS HYERGEML TR B E R
. EAREEIIE 7] AFE IR (20-25°C) BifkiE (37°C) 4AF TFidkT.
JRE

ZPNAE R DU R P R B R, S AR AR BE BRI R T i AR B N2
PIVEZTHRHT I, ARt 25 MR EEAS BRI, RN

AR P S AR, AT UPLC/HPLC SR 2 I~ s s A [
PR BRI, A 2R A E A i (DSC) /BRI & A (HSMD
BEAT A S 5E




1L TUEETERA N AR R ROV AR

[N
- ..__I___.

RE D B

1. fERARAR A =2

2. fEEEMNRET, R824/ Ll b, PR %S

a) WRGWTEEEW, WL REBEMBERE, TEMNELZ Y

b) MR SE MY, WA B RE AR, W] Lk — Bk Tl e
BUb SRS, R RO N

TERTIERE AT B0, 2800g, 304 %

TEFEIE M B VAR B I, {8 FFHPLC/UPLC Wl 8 259k FE

BUDBRIERAE AT IFE S, ZREEnidr24/ N, BEEDIRI-5, S22 R Bl i i B A1
ZETES-10% A NI, MIA R IE B ANA L . 06T R 2 B 500 e B ek, 1X
b P73 5 AE 3R PN BT AT ik

o v kW

BRI e DURRFEB AR b 7 i B T =2

I B
o CREIEE AR DURFATRUA IS B R E T BRI

o IR FWESIHAIREW

o FERE— BT IR EUEEE A, 7E 25°C N0y, 2800g, 30 44

o LiEWILIE (JEEEE, 0.2um, 15mm JESTEEL)

o CHIEMFBER NTIKEE, ST IRIER) UPLC YT I
zh R

£ UPLC/HPLC i5IN5E ARt DURFAE SEVA DR AR R P T i B 1)+ R 3R
A 1 Tt T2 PR IR SR 176

EEIGGRLHI B iy 5 BHESE (ma/g)
Propylene glycol monocaprylate
(Type Il, monoesters >90%) NF
Medium chain triglycerides NF
Labrafac™ Lipophile WL 1349 Triglycerides medium chain EP 77
Medium chain triglyceride JPE
Oleoyl polyoxyl-6 glycerides NF

Capryol® 90 121

Labrafil® M 1944 Cs Oleoyl macrogol-6 glycerides EP o
Labrasol® ALF Cabryocapronl macogol 8 heerides 7 7
Lauroglycol™ 90 (PTr:,)SZ lﬁ,n:qg lr:/cf:sltr:rosn:;gl:/:;:\leF/ EP 5
Lauroglycol™ FCC F—F\TSZ lfr::ogr:\écezlt:rs :Zl':'?‘;))ral\'ji/ EP 5
Maisine® CC Glyceryl monolinoleate NF 49

Glycerol monolinoleate EP




) 72 250 1E [ s/~ I s i o A e o 0 PR 9 AR R

N T HGEPFAE IR, SEFERDE R E RIS .
fE R HR R, BP A B Y, HE R IRER.

TR IR BRI i, IR BN S E D 3 AN, AN K
FEVE R, DAAERRINE iR T AT

P it 1) 25

SR 52 2L [ VA i R R R 2 PE TR e A N, (ELRE i
JHEMIE .. FRBUE BV SHEL, IR ERENE 2 10-20°C, & 245
SR ARTE S o

TR DL T e I BE YO R ORE A, AR 2 Ak, BT B R
R S 2 | 10-20°C, N EAIR S
HFFFRBVRIEIRE, RSERE HiH: 1 /N (80rpm)
FF it 1)

a. fiill & DSC yE4R LA

i L SmgiEEY), BT 50ulIDSCARIMT, hnfhs (HhlA%H 0.5mm

LD , %k

i.  MERT, KHiZ% DSC FRILYE iR N ICE 24 /N, ARl 58 4 P flir
b. il £ AU B A R A

i OCBIBLIIR ST BB I A b, s RSB

i WERT, FERETEIRT 24 /AN, Y0k 58 4 Pl

PwnNpeE




DSC YA & VAN 75 i FE

JRE

2 R R AE [ ARV TR I, 2 DU RS 1R B B T R EE (R T,

Pt AR IR R B PRAS, ELEARIMAME ML . SR T AE

KRS R AN BT BT

D IR

1. ETHEEE 3-30°C/min 2645 T RE BRI o AR THE AT ALk G 7 7%
oy, mIETHR, B PRI, HATREARIZR . RA M E T
INFAGEATN, IS8 44 T ek

2. EGIREMIREEAL, RIEITA MR A A . S5 AR R TR

e L E 20C.
3. AR S E-25WIR T Hh 2R 1
A, IERPASANTE RBREET, % B Ry A v A

RPIFF: ARIEIFLE Gelucire 50/13 H (1) 75 AR FE I 2

FH VA B S 540 1% 25 14E Gelucire 50/13 HHIR B hith4k (B 1) . UARIRSE
7t Gelucire 50/13 F1¥KJE A F] 300mg/g I, HIH H I AR, .

200
180 J
160
c)
3 140 S >
£ 120 g A
= ¢
£ 100 %
g 80 0 )
]
E 60 * /‘
40 X3 .
20 MR <. i 30050 ol
0 | I | |
0 100 200 300 400 500

Ibuprofen in Gelucire® 50/13 (mg/g)

B 1. 21775 57 Gelucire 50/13 H776/EHT, ABm#Hde B 26, DSC JE (30 T/min)
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API Active Pharmaceutical Ingredient

DSC Differential Scanning Calorimetry

HSM Hot Stage Microscopy

HPLC High Performance Liquid Chromatography
UPLC Ultra-High Performance Liquid Chromatography

The information included in this document is presented in good faith and we believe that it is correct, but no
warranty as to accuracy of results or fitness for a particular use is given, nor is freedom from patent infringement
to be inferred. It is offered solely for your consideration, investigation and verification. The user shall determine
under his responsibility, the use and the security conditions of the information, and will remain the only one
responsible in case of damageable consequences. Before using a Gattefossé product, or any other product
mentioned in this literature, read, understand and follow the information contained in most recent Material
Safety Data sheet.
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