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® USP35—-NF30

Globule size limits—The Injectable Emulsion meets the re-
quirements of the limits specified in both Method | and Method
II'as directed under Globule Size Distribution in Lipid Injectable

“Lipid Injectable Emulsion” Emulsions (729).

Limit of oil droplet mean diameters (See Method |—Light Scat-
ering Method under Globule Size Distribution in Lipid Injectable

Emulsions (729))—Using the method of light scattering, deter-

Ilziéj*ﬁ% (ﬁlﬁﬁﬁj‘&) : mine the mean droplet diameter (MDD): the sample meets the
Z:'f%ji().ﬁlm requirements. The intensity-weighted mean droplet diameter

(MDD) for the Injectable Emulsion must be <500 nm, or 0.5
um, irrespective of the concentration of the dispersed lipid

phase.
Limit of large globule volume-diameter (See Method II—Light

scuration or Extinction Method under Globule Size Distribution

in Lipid Injectable Emulsions (729))—Using the method of light
KR RURL (ﬁ'ﬁBﬁ(LO)E‘Zﬁ'ﬁ obscuration, determine the size distribution of globules in the
ﬁ?{(LE) ) large-diameter tail of the dispersion (detection threshold =2.0
>5um¥ﬁﬁ$f§ﬁ0.05% um). Calculate the volume-weighted mass of lipid in the form

of globules with diameters in excess of 5.0 um per 100 mL of
the Injectable Emulsion. The volume-weighted, large-diameter
fat globule limits of the dispersed phase, expressed as the per-
centage of fat residing in globules larger than 5 um (PFATS) for
a given Injectable Emulsion, is not to exceed 0.05%.
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METHOD I—LIGHT-SCATTERING METHOD

For the determination of the mean droplet size of lipid
injectable emulsions, either of two common light-scattering

techniques may be employed: (1) dynhamic light scattering

<729> GLOBULE S|ZE (DLS), also known as photon correlation spectroscopy (PCS)
or (2) classical light scattering, based on Mie scattering the-
DISTRIBUTION IN LIPID —‘"Frﬁrr“m:rh—"—m—ﬁ‘“rowrd e DS, or PCS, Techmiqe s based on anazing The
rapid temporal fluctuations in the scattered light intensi
IN]ECTABI—E EMULSIONS that occur due to the random Brownian motion, or diffu-

sion, of any particles, including lipid droplets, suspended in
liquid. The intensity is measured at a given angle (usually

METHOD II—MEASUREMENT OF LARGE
S YeEET(DLS)ak GLOBULE CONTENT BY LIGHT OBSCURATION

SZBASEERET(CLS) OR EXTINCTION METHOD

For determination of the extent of the large-diameter
droplet tail (>5 pum) of lipid injectable emulsions, a light
obscuration (LO) or light extinction (LE) method that em-
ploys a single-particle %gloEulei optical sizing (SPOS) tech-
nique is used. During application of the LE/SPOS technique,
passage of a droplet through a thin optical sensing zone

Y6PH(LO)EEF6ZE K (LE) results in blockage of a portion of the incident light beam,

causing a momentary decrease in the light intensity reach-
ing the “extinction” detector. The magnitude of this de-
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AR RIS & ERERE)
Binghofen Ruzhuang Zhusheye
Propofol Injectable Emulsion

HfbhFEE. KT (PUESRD SREMRRALFN N CBLEERD MARRAE
EFAREE . FTEE (CLH0) BOAIEREE 95.0%—-105.0%.

[E5 ]

T 10g
KEW (SIS 1002
R 122
i (S 2252
it ER
EEER fis=3
B 1000ml

[#R] hahafrRn R,

CER] (D WAk, ASFARERMLT Lol § 8788 0p R0 BES
AR R (PRI R 2010 FRRSERA TV A) B, 2720 B H BOR
.

2 PR R T T B U LG LA R N e R i

B
0.05% .

D] pE (8, AL, fREEEGE (bR R 2010 R MR S VIHD, pH (A3
60~85.

PEEARRAR Wb MIRRA PR AL S 01795 (BT P H MR DIRENERY B A
030773, WEHE, 8 100ml BES, MESESEIREZIE, B9, ERMEGE
I A 4 B R L, 55 20m] HOE L R, A0 I M-IEHEER 0. 5Smol L
FARMER (40: 10: 1) B S0ml, 16U 1 2r0h, HOE L0 AR, SELAEEGUE PR
IR EBERRIA S Jml, 2 WAL b W A E B Do K dml, R, LTRSS
103, WETL 15 AR, RINERR EEN 3ml, B 10x BOWD, MRPE
FRl (RIS SIS 004z, sk 200ml AR, MIERHT 100ml. JRE. FA LRTE
b RARIE 4 k. DFEAGER 20ml, DEKZH 180ml, BE. HiEd, €8
AAHEA) Lol EEMHT, AERLWHRER 00lmll) WETHRDRER,

TERHFLES A (Cra2e)

Zhifangru Zhusheye(C14-24)
Fat Emulsion Injection(C14-2¢)

EBRBKTH EEAD SR, WA MR E RN, AT RS ETRE
95.0%~105.0%,
(€3]
1 2 3 4 5
REM (BLESAD 100z 100g  200g 2005 300g
EHERICEESED 62 12g 12 12¢ 12

il (EHAD Bz Mg Mg 5 167
HHAK ERE  EE  ER R ER
[T 1000ml  1000m]  1000ml  1000ml 1000wl
[R]  ERBaERREE.
[53)] E&BRMEAT s PR S AN
FeaRE N E R,

[Hhs] pHE f%60~85 8 6.5~9.004k7 )0 B 2010 45 = AHRVI H),
PR Bk, FRBEREE S EREE CPESA 2010 M MHRN £ S, Kik
BE CRAET A, i Mastersizer 2000; il SO0 R
0, 0.000 55, 0.01, #ifH 1 47~1.52, MHH 5~10%; RHBFEAMIE), REHELK
ShEaE (RFE O, ARTHRBEARTHRETE 0. 500 SREE, BETRE
TREGSHANRMERNE (DA 2), XF suo HRRDEEARTRIMEERY
0.05%.
DR WERNES 15ul, 2K 60ml. K 30ml 5 0.05molT AN Inl,
5, tEREAEEH BWEHHENN 28 5me, ¥ 100w BHG. NEXZHERFHEE
. $55, WERI 15ml, MZM 45ml, K 0ml 55 0.05mol L HRRAR lml, 5, £H
TEHN. ERREE (hEHR 010 FREZHERT A), SN ER (0.05molL)
W BTRHR, & 1z AFEMH PSRN 0.05mmol.
Y PSR =[COV-V+0.015] / (15xL)
A CHERW N (0.05molL) #3#E, moll:
VARG A SR WE AL (0.05molL) HEA
2, wl
VoA s EECE a ELU (0.05molL) HfRRIE
1, ml;
Lypkamairrk, gol.
ALl AERKERER WASTAES 1o, FFEOCKEREEREREA
St IEREAR-=ETH (3:2) 30ml ( MBS ) R
. BEMMRREER 05ml, THIEE, it WS 1 a8, ML

/SRR PSR
Zhong/Changlian Zhifangru Zbusheye
Medium and Long Chain Fat Emulsion Injection

E@EFOREM (PIEHRA PP (PLESTRD ST, MRSINAHTERLR
k. AR TR =R R AY 50.0% ~110.0%.

[T551
1 2 3

Kl RS D S0 502 1002
PEAESEE BUEHAD S0 50g 100
ERERM B 62 12 1¢
il CRIERRD 25 25 252
e [T ST S
A [ BT SR
L2 1000ml 1000ml 1000ml

[CTS e et S

31 TR, UL 5154

VA T R (R O A — B
[#e®] pHE 5 60~88 (hEH 2010 SR MEHRV H).
RE BURES, BEERRESEREE CPRSR 2000 EOERRAN E B, &k

b CRA%TR AL, 0 Mastersizar MS 2000; Mt SECHWEL
0. 0.001 5 0.01, $75H 147152, WA 5~10%; FATHEANER), ARG
(REH L), BT PERETHL 0. 00 HEAR BMETER

FRAEEEERAMENE CRLHHE 2), KT 5 ORBDEEHRATELNE (XSS
R b =) R 0. 05%.

WEREM MERR AR 15ml. N2 60ml. 7K 30ml 5 0.05mol L hREEEH lml, 5,
fERIEARER, 5RERRENR 28 5me, B 100l B, MFEKZHEEIREEIE,
5, MERR 15ml, MM 45wl 7K 30ml 5 0.05molL ARIEH 1, 857, fEHTOHM.
AtWERE (P EHR 2010 FEMERAVT A, FSRLWHRER (005molL) WiE. #
TR, 8 Lg Wi CERFih 0.5 05g) i #83d 0.05mmol.

R RO AR = [COV-Ve)+0.015] / (15%L)
®eh COEFULRRENSRE, molL:
VAR ER FL AN RS0 |+ ml;
Vo 3 CEL U St ] ml;
L AKGEH Sh ek =mmrs &R, gml
HELE WERRERER ESTREM 052), TR 60CKIRERNERER
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