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Fig.1 Analysis of erythropoietin BRP2 and cBRP3 by capillary electrophoresis

Table 3 FEEMBZEDITLOT7ILAR(RER

1. PAZF2 (A, BE/OZFY (H) , 2. RVANLTIAZ (BA)
AYDZF (W) OEE  (ug/g) DEE (xg/g)

A H M BA
AR 34 740.6 260.2 e oan 207
i 20.2 200 158 =M A 21.4
B A 0.1 30 0.2 =i 98.7
i0al 2.3 45 15.2 R 30.1
B A 3.8 45.6 10.3 =100 76.2
EOMA 5 38 35.3 Z 9 A 6.7
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Table 5

Pure Material Mixture with Aspartame
Maltose *1H,0 | No adsorption No adsorption
Sorbitol multimolecular adsorption IV | Monolayer adsorption [
Aylitol multimolecular adsorption IV | Monolayer adsorption I
Trehalose*2H,0 | No adsorption No adsorption
Fructose multimolecular adsorption Il | multimolecular adsorption V
Mannitol No adsorpru on monolayer adsorption I
Erythritol No adsorption monolayer adsorption I
Glucose No adsorption Monolayer adsorption I
Lactose*1H,0 No adsorption No adsorption
Sucrose No adsorption monolayer adsorption [

Fig.2 ~FHAZYUENarh TOREBAILS I LORESFORHEL

Analysis of Adsorption Pattern of Water to Sugars(Sugar Alcohols)

and Their Mixture with Aspartame

(SALD-2200=WIAT:VI:02)

1.0~ cc-fe—0001 5.4 co-fe-0005 SiA'y 0
2.-¢ co-fo-0002 6. cc-fc-0006 SN R
3.4 6c-fc-0003 DyIF 1 0
4.4 co-fo-0004
G3 %
100
%0
. 80
70
= g0
¥Hi 50
z 40
@ 30
20
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4]
0.1 0.5 1 5 10 50 100 500
HFE (um)
DFA LA YT 1D YT BirE
1 |ec~fe-0001 BEHNL YL p8 w+hmp2 u10-3 1.70-0. 20
2 {co-fc-0002 BEAIL DL p8 wehmp2 u10-3 1,70-0, 20i
3 {oo-fc-0003 BEALD DL p8 wrhap2 u10-3 1.70-0, 20i
4 | oo-fc-0004 BEEDIL DL p8 whmp2 u10-3 1.70-0. 20i
5 |cc~fo-0005 HEEH LT IL p8 wihmp2 u10-3 1.70-0. 20i
6 |cc-fo-0006 BEHLS L p8 w+hmp2 u10-3 1.70-0. 20i
7
8
9
10
1
12
HUB |E-FE |TRE MERE (10,09 50. 0%D 90. 0%D
1| 21.052 26.121 17. 055 0. 450 4.672 21.052 45,133
2| 22001 26.121 19.793 0.376 7.622 22.091 46,997
3| 22456 26.121 20. 754 0.343 8.547 22. 456 47.125
4| 22.695 26.121 21. 497 0.324 9.196 22, 695 47.887
5| 21.836 21.210 19,024 0.388 8.249 21,836 43.745
6 22772 21.210 21. 265 0.362 9.160 22.712 43,033
7
8
9
10
11
12
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Fig. 3 Establishment of Dissolution Test Conditions for Inmediate-Release Dosage Forms
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Fig. 4. Selection of a pivotal lot and procedure of setting Q value for immediate-release
dosage forms.
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Table 6 HFHLULV\JPnamefi B EDBERICLAIANEER: AL RLEBITETIEES

EEHEH
TN
" " 54 | = — | BED
No IHJAN B A4 IHJANZE 4 AN B &4 HIIANZ L TRET | VO| A
vo|ve|zz|Fa *;” %ﬂg)
|| =0 | T B
L |FHE K
&
L-T RRGXBEANTT . _ L-T7 ARG X L H V7 |Calcium L-Aspartate
1 s Calcium L-Aspartate Lk F Hydrate
L-ONEIBL-TAX= L-7 AF =1L~ NF3I L |L-Arginine L-Glutamate
2 . L-Arginine L-Glutamate Bt A Fy Hydrate O
. ~ Monosodium L-Glutamate L7 /V#3IBEF R 7 A [Sodium L-Glutamate
_ 3 1
3 LTIV BRT T A Monohydrate A Fudt Hydrate
_ o e L-Methylcysteine _ s o o Methyl L-Cysteine
4 |LHBAT L AT A LAF AL AT A AR\ o v e O
5 TT /v ZY =+ 1 [Adenosine 5~ TF /v =V Bk M| Adenosine Triphosphate 0O
FN Triphosphate Disodium 7 L7k Fad Disodium Hydrate
6 |THAHhans Argatroban TIVH RSk Fdg Argatroban Hydrate
TAI=y Lok Red |Aluminum Chlorohydroxy
7 PO S Allantoinate TATRERY Aleloxa O
8 TN/ T TP YF v |Aluminoparaaminosalicylat| 7 /L3 /735724 Y L | Aluminoparaaminosalicylat )
Bt Loty b e Calcium BN DK Tl e Calcium Hydrate
> 1
9 |77z F 7RI A Amfenac Sodium ;%/7::‘}'0?“}\)’71—\7}@% Amfenac Sodium Hydrate O
10 AV =T PRRAZ L Z VAR |[soniazid Sodium AV =T IRAZ AV |Isoniazid  Sodium O
iz M Wiy EN Methanesulfonate BN LK Fnl Methanesulfonate Hydrate
e g — . A FHRa B F MY A |Incadronate Disodium
1
11 A B Ra B~k A lIncadronate Disodium AT Hydrate O
12 | A& 3K Indapamide A2 F IR K F Indapamide Hydrate O
13 [ h bR L Ecabet Sodium T HARNFRIT AKFIY  |Ecabet Sodium Hydrate O
. d N 1
14 |=r7Le e Egualen Sodium 4:,;?7"/ TRIT LK g gualen Sodium Hydrate O
TFRNEEH VT LTS R . C TFNEEH VLT A |Caleium Disodium Edetate
15 U Calcium Disodium Edetate U AR Hydrate O
16 TTAT RV ZANREE |Sodium Guaiazulene T AL AR BEF R 7| Sodium Gualenate olo
FRUT7 A Sulfonate LIKFn Hydrate
TS . : :
17 |rxo ey oYK Mosapride Citrate EYTYRT = BEHI AR |Mosapride Citrate o o
L] Hydrate
. . . Tnra gt Ny sk |Sodium Glucuronate
I
18 | Nra B T A Sodium Glucuronate 04 Hydrate O
19 |F gy Potassium Gluconate Ta RV Lok Fulh S;?:;tism Gluconate O
20 [T AEFAL (BTH) %‘;ﬁjfhiOne(Red“°ed INEF AL Glutathione o
e . . VETE L A VRAT 7— |Cytarabine Ocfosphate
21 {3 ZTE AR AT7 7—h |Cytarabine Ocfosphate FokFnd Hydrate OR N0
22 |5 FUN Cilazapri T NKF Cilazapril Hydrate O
23 |[ZAh—1 Tacalcitol ZHh— LKy Tacalcito] Hydrate O
. R . . AT a4 bV EE | Tosufloxacin Tosilate
24 |FVBENATOX YL |Tosufloxacin Tosilate s Fty Hydrate O @]
- Thon - . :
95 |=FEF AU RFIITA  |Sodium Nitroprusside =haZ R F R LK [Sodium Nitroprusside 0
s Hydrate
o3 My e — L] . o 2 IR e B~ RY T K |Pamidronate Disodium
26 [/SIFo B M)A |Pamidronate Disodium % Hydrate O
27 | TSN A [Calcium Hopantenate WX T L BEFI N bk | Calcium Hopantenate O
4y Hydrate
N . Adrenochrome TRV /ub® )73 /2 |Adrencchrome
28 ’7‘,{’/”7%7_};;7”‘%/ Monoaminoguanidine T=UU AV VEREEKTD  |Monoaminoguanidine O O
= - Mesilate L] Mesilate Hydrate
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29 Yo B ARG AAF o F b |Estramustine Phosphate | ANT ARF LY BT X |Estramustine Phosphate o
Yy A Sodium F IR Aok Fn Sodium Hydrate
. . . EYRFY— LU B R |Pyridoxal Phosphate
) ! —
30 |V BEEEURFH—L Pyridoxal Phosphate FoLkFn Hydrate o
31 |F Rutin JVF KN Rutin Hydrate O
32 [LR7axHP Levofloxacin ViR adiukfnt  |Levofloxacin Hydrate O
33 %z B EBEEER - AN A4 — |Estriol Benzoate AN A — )V EEBE = 25 |Estriol Diacetate
Jb Diacetate NEBERBT ATV Benzoate
R s . EF NV = LE ¥ |Cetylpyridinium Chloride
] > —
34 L EFAEYS=h  |Cetylpyridinium Chloride KFuk Hydrate O
35 [BEET LK = Arginine Hydrochloride |[L—7 ¥ = i5EEE L~Arginine Hydrochloride | O
36 |HEBAY /T H Irinotecan Hydrochloride Y./ 7 b thEkE KTl gi;é)rt;(;an Hydrochloride O O
, s s L (IR VE U EEEE T #  (Efonidipine Hydrochloride
37 (R Efonidipine Hydrochloride i Ethanolate O
38 |HEREA L Ozagrel Hydrochloride |4\ gtk |28, Fivdrochlonide | ¢ o)
N - )
Y Olprinone Hydrochloride I?i‘/lff) R KFT  |Olprinone Hydrochloride o o
LY Hydrate
o . Ondansetron AF o zha RS K |Ondansetron
40 SRR by Hydrochloride ik Hydrochloride Hydrate O O
s Carpipramine AN T TR K Fr |Carpipramine
41 |BEEH VT TR Hydrochloride LY Hydrochloride Hydrate O O
. ~ Cetotiamine > Cetotiamine
e 2 =
42 BT Hydrochloride TN T IARRIE AT Hydrochloride Hydrate O O
43 BT T Terazosin Hydrochloride |77/ T 8B KFndh Li;iza(,zzin Hydrochloride O O
: ] NN T -
44 |sEEENY T EY DY Triprolidine Hydrochloride rT YO EEE K Fn | Triprolidine Hydrochloride ) o
Lyl Hydrate
S s gz P /f57'7‘/1/7'i/§ﬂ§§é% Diethylaminoethyl p-
45 %giﬁc;;igtz/\:ﬁgi Butylaminobenzoyldiethyla| 3 =5 /73 /=5 /L #E B% | Butylaminobenzoate O
- minoethyl Hydrochloride Hydrochloride
46 |EESE LS A= Pilsicainide Hydrochloride YV A = KGR /K Fa| Pilsicainide Hydrochloride o o
Ll Hydrate
A7 |tEERE A A — Pirmenol Hydrochloride |5/7/ /VHBBREAKFD |Pirmenol Hydrochloride | 0
L Hydrate
e Bupivacaine TR H AR KT |Bupivacaine
48 URBRT LS Hydrochloride ) Hydrochloride Hydrate o O
49 |tgRE~TYUN Bepridil Hydrochloride |77/ Rtk |Popridh Hvdrochloride ) e
50 (¥R~ Fa— Mazaticol Hydrochloride ¥ Y F 2 VIREEKF |Mazaticol Hydrochloride O O
bl Hydrate
en Rilmazafone Yo PR EEEE KT [Rilmazafone
51 [HERRY =R Hydrochloride Y Hydrochloride Hydrate O O
— N . FAET LB [Desmopressin Acetate
52 |BEEETF RAET LIV Desmopressin Acetate 14 Hydrate O O
53 |BEBEE~A~RY Berberine Sulfate ~OLRY L THEBEYE K Fn4 |Berberine Sulfate Hydrate | O O
54 {TREEE/LER Morphine Sulfate E/VERBRBEYE KT |Morphine Sulfate Hydrate | O O
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1) Total Organic Carbon Extractables from Polymeric
and Glass Containers. Stephan J. Poirier, Theodore
H. Meltzer, Pharmacopeial Forum, 28(5), 2002.
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