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L-HEBiiE . . . . FCC 10 ¥l5&
CP2015 CP2015 Y& ik USP 36/40 USP 36/40 e 778 JP 17 JP 17 Wk AJI97 AJI97 I E 778 FCC 10 .
AT 0. 12g, FEHERRE, N
JK R 3ml R G, DIUKEEER 50m1,
AJT TEST14 “FHHE S
TR EE GEI 0701) ,
150mg, FR 3ml, UKEE
&8 =99. 0% SRR E W (0. 1mol/L) Wi, JE4% | 98.5-101. 5% [@ AJT 99.0~101.0 [@ AJT 99.0~101.0 " 98.5-101. 5% [ AJT
% 50ml, 0.1N
T P4 T 2= AR RS IE .
HC10,=14. 615mgC.H,N,0,
Iml FEEERTH M (0. lmol/L) #H4
F 14. 61mg 17 CH,N,0,0
A, KV R R R B A
AJT TEST33 I 1g %
B 1.8~5.8 | Iml P& 20mg [RVETR, Kk / / 4.5~6.0 [ AJI 4.5~6.0 / /
fiftF 50ml 7K
GE N 0631)
WA, REEARE, IkiERE, B
AJT TEST1 HUFE 2g T4
+6.3° ~ | A0C/KIBHIEM, HA, FKER +6.3° ~+ +6.3° ~+ +6.3° ~+ +6.3° ~+
LEHeRE [a]D20 Al cp ] ATT JERE ST 50ml ¥4 A cp
+7.3° FRRH A Iml 25 40mg (1% 7.3° 7.3° 7.3° - 7.3°
W, fiEmE GBI 0621)
HUA i, KV AR AR R 1 Rl
Iml 1 25mg FIVAW, TR A-A]
BHHIE R =98. 0% Wy e g Gan 0401) |, 7 / / / / =98. 0% AJI TEST2 0.5g fff / /
430nm [P K: YRR ZE 20ml K,
A B R R 430nm A& .
IUFE 0. 5g V& # T 20ml 7K
VB T O / / / / WG i WG / /
A 0. 30g, ik ds Gl HUFF 0. 5g i 40ml /K AJI TEST3 HUFE0.7g
~ WAL 0. 70g MR )5 T )
K <0.02% 0801), HHrifEEALENIEK 6. Oml <0. 05% <0. 021% Hl 6ml #h R AR A <0. 02% FEMIRN 50ml, A% / /
0.50m1 0. 02N ffEhEE Rt Lk
) AR R B A il 50ml . ARAETETR IR 0. 4ml




0.30ml 0.01mol/1 #h&

0.01mol/1 EERVAM

A 0. 70g, fkiEka s Gl

0. 8g Wit f5 5 0. 25ml

pas
IURE 0. 6g VAR T 40ml 7K
I 1ml A% ShERAOIR AT

AJT TEST5 1. 2g Fffi

L EN <0. 02% 0802) , SHRAERERHA 1. 4ml <0. 03% <0. 028% <0. 02% 0.50m1 £ 0. 005mo1/1 / /
) 0. 020N FAIBR X Et L, FiREZ 50ml. 0.35ml
LR B e T L TRV
{5 0. 005mo1/1 BRERIER
HUA 0. 10g, 7 60°C UL FIE 2 AJT TEST4  HUEE S
T, fRERAE GEN 0808), SR IURE 0. 10g 55 10ml ArifE 0.10g #Edh, BAZ B,
itk <0. 10% ) / / <0. 10% <0. 10% o / /
S H AR 10. O] 1 R FR X R B TR SoPHE S 10ml HeARAEVA
WL Wk 0. 01mg/mL)
\ AJI TEST6 HX 1.5g
BUARSH 1. 0g, fkikfdr Gam B
IURE 0. 10g 55 10ml ArifE dt, RTHE S 1. 5ml gk
S <0.001% 0807), SRtk <30PPm 241> <10PPM ) <10PPM . / /
i i i ‘ BRI IR FRAEE IR
1. Om1 il Ao X R L
(0. 01mg/mL)
BUA 1. 0g, 7K 23ml RS, AJT TEST7 HX 2.0g ¥
USP36: <
TNESER B e (pH3.5) 2ml, fi& HUFE 1g 55 Iml ARAEIA T dis XTHR L 2. oml Y 5 5ml kRt
ELEE < 10PPm 15PPm Method 1<231> < 10PPM < 10PPM o <5PPM
wAa A G X E FRAEE IR AT L
USP40: /
0821 #—%) (0. 01mg/mL)
BUAR S 2. 0g, Bk 23ml &M, N AJT TEST8 HUFEfMh 2g #F
i E <0.0001% R 51, KL / / / / <1PPM b, Xt 2. 0ml () / /
G 0822 55— AS203 IIFR VA T .
A W B, RS PRE, K ia i of (See Chromatography Dissolve 0.10 g of Testsample:50 1 g, A-6
ERFRHI A Iml L7 25mg (621) , Thin-Layer L-Glutamine in 10 mL of —a, control :L-Glu (NH2
ERERS
PRATI, 1 A B S VA L ; R 8 BRI Chromatography. ) water, and use this )0.25n¢g
0.5
o BRABE R G BRI RS Mode: TLC solution as the sample TF e 1. Developing Solvent
BHRE<
ERARIRASERE, BEF—2 \ 1. Developing solvent solution. Pipet 1 mL of (HAhZFH®E | A:Mixture of
0.5 ‘ i B LS iy s
HaRER FHR, DK A R R system: Butyl alcohol, the sample solution, <0.5 n-butanol :water:glac / /
oAt o — A% <0. 5% <0. 2%
Iml &Y 12. 5ug TR AR, glacial aceacetic acid, add water to make A BEMI 4 | ial acetic acid

PR B VAR R e S8BT 3
% GBI 0512) 156, HI+ )\ etk
B G REIR AT ; A BRI
BT (R BE R 4 0. 865¢, i

and water (3:1:1).

2. Spray reagent:2 mg/mL
of ninhydrin in a mixture

of butyl alcohol and 2 N

exactly 10 mL. Pipet 1
mL of this solution,
add water to make

exactly 50 mL, and use

(2:1:1)
2. Test Solution
6:Dissolve 0.2g of

ninhydrin in mixture




7K 1000m1 ¥, INBERR 0. 5ml, V&
A1) -2 (95:5) AT ENAR: A
K2H 210mm. BOR IR VAR 10ul ¥
AR RS, R R, RS
SR, ARG 52 E R 1K
UCH W, HL 55 T R 53 19 3 35 T
FEER. KRR SRS
ot IR SRS 10ul, 43 SE R
B, e O K B R W g
TREGI T Y 2 £ AL SRR il
B e, G L ke e R € P o
FEA EURR W 73 G RV (R P o ) —
B R0, $2 S bR 53 T DA THT
TS, SRR SR A R A
P 0. 5%; HoAth AN 44 BT AT HEL
VAT 0% ] 7 e e W T R
B, AT 0. 5%, Fifh 2% iR 2 FIA
PRI 1. 0%, A A R L P v
Tt

HE T R T A BV TR 0. 1 i
11y e 20 AN

acetic acid (95:5)

3. Adsorbent :0. 25-mm
layer of chromatographic
silicagel mixture
4. Sample solution:10
mg/ml. of Glutamine in
water
5. Standard solution:0. 05
mg/mL of USP Glutamine RS
in water
6. Application volume: 5
nL
7.Analysis: Dry the plate
at 80° for 30 min. Spray
the plate with Spray
reagent, heat at 80° for
10 min, and examine under
white light.

8. Acceptance criteria:
No secondary spot of the
Sample solution is larger
or more intense than the
principal spot of the
Standard solution (NMT

0. 5%).

this solution as the
standard solution.
Perform the test with
these solutions as
directed under
Thin-layer
Chromatography <2.03>.
Spot 5 uL each of the
sample solution and
standard solution on a
plate of silica
gel for thin-layer
chromatography. Then
develop with a mixture
of 1-butanol, water and
acetic acid (100)
(3:1:1) to a distance
of about 10 cm, and dry
the plate at 80°C for
30 minutes. Spray
evenly a solution of
ninhydrin in a mixture
of methanol and acetic
acid (100) (97:3) (1 in
100) on the plate, and
heat at 80°C for 10
minutes: the spot other
than the
principal spot
obtained with the
sample solution is not

more intense than the

of n-butanol: 12g/dL
acetic acid (95:5) to
make 100ml.

3. Thin layer plate
a:Silica gel,at the
thickness of 0.2 to
0. 3mm

4. Sample
solution:Prepare the
sample solution in
the individual
monograph. Sample
taken in the
monograph is
contained within five
microliters.

5. Standard
solution:contains
the L-Glutamine
within five
microliters
Basically use water
as solvent, if
insoluble in

water, dissolve in
least amount of 50%
formic acid.
Development:
Detection and
Judgement :

Spray the test

solution directed in




spot obtained with the the individual
standard solution. monograph uniformly
on the dry plate to
wet , heat at 80°C for
10min. In case
standard solution is
placed, determine the
ralative intensities
of any spots other
than the principal
spot of the test
solution by
comparison with the

spot of the standard

solution.
HUAS i, 7E 105°C T8 3h GaE )
FTHRRE <0. 30% ) <0. 3% [@ CP <0.3% [ CP <0. 3% [ CP <0.3%
0831
SRR BRI <0.10% HUAS i 1. Og, ARVERE A GBI 0841) <0. 3% [& cp <0.1% [& cp <0. 10% [@ CP <0.1%
HEBPARER
/ / / / / / / / <b5mg/100g
b5
R 358 <1000CFU/g
BEEART <100CFU/g
B3R 2:

MRS | Kl | M | &6 | YPIIRK
Feie ; o 0 . b
i | | IR e e | s | omm | o | ; T G, | % w | w/ | me | mmek |
R w6 | W, % | L% % | % P b ' mg/kg | mg/kg | mg/kg | C(CRU/ | (CRU/ | (CFU/ P
[a]D20 mg/kg
g) g g)
GM201801 | 100 6.50 0.15 0.04 | <0.05 | <0.03 | <30 97.5 4.23 <10 0. 06 0.03 0.001 | <1000 | g <50 | AR | RS
<1000 KRl | Rk
M201802 | 100 | 6.52 0.17 0.05 | <0.05 | <0.03 | <30 98.5 1.51 <10 0.11 0.05 | 0.000 <10 <50
M201803 | 99.9 | 6.52 0. 09 0.05 | <0.05 | <0.03 | <30 96.5 1.32 <10 0.02 0.02 | 0.001 | =100 | g <50 | AR R
<1000 z z
M201804 | 99.7 | 6.52 0.1 0.06 | <0.05 | <0.03 | <30 97.3 1.26 <10 0.09 0.05 | 0.002 <10 <5p | AR | Ak




M201805 | 99.8 | 6.80 0.11 0.06 | <0.05 | <0.03 | <30 98.5 4.21 <10 0.05 0.02 | 0.000 | <1000 | g <50 | A | REH

b HEJE WEs | KW | mEM peres
P & B TR | Kikeik At T 2k # " (LA Pb T, i, K 5/ i/ F#LE/ WEHR WITK
N =, % = o, % . % ), % % 25, % % P i, mg/kg mg/kg mg/kg (CFU/ (CFU/ (CFU/ e i3]
[a]D20 )
mg/kg g) g g)
IPAF180815 | 99.7 6. 58 0.10 0.06 <0.05 | <0.03 | <30 98 4.25 <10 0. 04 0.01 0.000 | <1000 <10 <50 AR | R
IPAF180816 | 99.8 6. 58 0.15 0.07 <0.05 | <0.03 | <30 97.2 4.28 <10 0.15 0. 05 0.003 | <1000 <10 <50 AR | R
IPAF180818 | 99.8 6.75 0.14 0.06 <0.05 | <0.03 | <30 98 4.25 <10 0.07 0.07 0.001 <1000 <10 <50 A | R
IPAF180817 | 99.9 6.82 0.16 0. 05 <0.05 | <0.03 | <30 98. 4 4.26 <10 0.11 0. 05 0.002 | <1000 <10 <50 KK | KK
IPAF180814 | 99.8 6. 80 0.14 0.05 <0.05 | <0.03 | <30 98 4.28 <10 0. 05 0.03 0.004 | <1000 <10 <50 AR | R
BEJE WEs | KW | wEM L
P P’ LiEeRE | FHek | Kikeik A TR Btk % # " (LA Pb T, i, K %5/ B/ FE L/ %éﬁ WITKR
- o [a]D20 H, % W, % 1, % £, % o % P i, mg/kg mg/kg mg/kg (CFU/ (CFU/ (CFu/ e ]
mg/kg g) g g)
JBAUC19
0120180 99.7 6. 60 0.10 0.05 <0.05 | <0.03 <30 96.7 4.61 <10 0.03 0.05 0. 002 <1000 <10 <50 KK | KK
90101
JBAUC19
0120180 99.8 6. 58 0.11 0.06 <0.05 | <0.03 <30 96. 1 4.59 <10 0.10 0.01 0.004 | <1000 <10 <50 A | R
90201
JBAUC19
0120180 99.9 6. 68 0.10 0.06 <0.05 | <0.03 <30 96. 2 4. 60 <10 0.08 0.03 0. 001 <1000 <10 <50 A | R
90202
JBAUC19
0120180 99.8 6. 65 0.12 0.05 <0.05 | <0.03 <30 96.2 4. 60 <10 0.07 0.05 0. 007 <1000 <10 <50 KK | KK
90301




EE)E WS | K| | HEm P
. G| wiorr | ek | op | s | mm | L | b ) elpb | , g | ow | omm | 2R ik
7 =, % [a]D20 H, % W, % 1, % %% e % p ), mg/kg mg/kg mg/kg (CFU/ (CFU/ (CFU/ e [E:]
mg/kg g) g g)
201806003 | 1003 |  6.42 0.11 008 | <0.05 | <0.03 | <30 97.4 4.47 <10 0.10 0.01 | 0.004 | <1000 | <10 <50 | ket | Ak
201806004 | 1002 | 638 0.14 006 | <0.05 | <0.03 | <30 9.5 463 <10 0.04 0.06 | 0.009 | <1000 | <10 <50 | ke | Ak
201806005 | 100.1 6.58 0.12 01 | <0.05 | <0.03 | <30 98.5 465 <10 0.02 0.02 | 0.007 | <1000 | <10 <50 | ket | Ak
RS | KhE | HEM
; " - . > ; LA N
i lams | 0wk o | me | omm |, | me | | BERGH g ol | e | ey | ERE ik
7 = i w6 | W, % | W% % s N p ’ ng/kg | mg/kg | mg/kg | C(CFU/ | (CRU/ | (CRU/ o B
[a]D20 mg/kg ]
g) g g)
20180)9(03142 1002 6.40 0.07 009 | <0.05 | <0.03 | <30 98.2 422 <10 0.04 | 0.03 | 0.0004 | <1000 | <10 <50 | kA | ke
2018(’)9(07262 100.1 6.58 0.14 006 | <0.05 | <0.03 | <30 98.2 418 <10 0.16 | 0.10 | 0.008 | <1000 | <10 <50 | Akt | A
2018(’)9(10352 100 6.60 0.13 009 | <0.05 | <0.03 | <30 98.6 418 <10 0.07 | 0.05 | 0.007 | <1000 | <10 <50 | Akt | At
- R (ol REGH | KB | GEANE | SREH | 1]
P & [~ TR | PRk Exia fiil i d 7 biion " Pb il T, H, XK (CFU/g) B/ £}/ HEREH M|
N &, % =% | B % | Mm% oo | Hw | &% P ’ mg/kg | mg/kg | me/ke (cFU/ | Ccru/g)
[a]D20 mg/kg «
6180228073 1 09 6 | 648 | 0.09 | 0.08 | <0.05 | <0.03 | <30 | 98.5 | 517 <10 0.04 | 0.03 | 0.001 <1000 <10 <50 Rt ﬂ;ﬂ
6180228074 1 g9 6 | 6.5 0.09 | 0.08 | <0.05 | <0.03 | <30 | 98.3 | 5.18 <10 0.11 0.07 | 0.003 <1000 <10 <50 PR ﬂ;ﬂ
6180301001 1 g9 ¢ | 4.6 0.08 | 0.08 | <0.05 | <0.03 | <30 | 99.2 5 <10 0.08 | 0.02 | 0.001 <1000 <10 <50 PR 5';”
OIBOLLIO2T 1 g 6 | 648 | o0.08 | 0.08 | <0.05 | <0.03 | <30 | 98.0 | 5.37 <10 0.09 | 0.05 | 0.002 <1000 <10 <50 PR ﬂ;ﬂ
6180622056 | 99.8 | 6.80 | 0.11 0.06 | <0.05 | <0.03 | <30 | 985 | 4.90 <10 0.05 | 0.02 | 0.000 <1000 <10 <50 Rt ﬂ;ﬂ
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