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Recently, the enzyme Preparations formed in two layers, the outside of which acts in gastric
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juice and the inside acts in intestinal juice,
have been used.

as well as the capsules having enteric coated granules

The decrease of enzyme activitiy in these Preparations, not containing anti-acid agents was observed
after having been stored for 3 months in RH 92% and RH 52% at 30°C.

The decrease of B-amylase activity in RH 92% at 30°C was very remarkable.

The decrease of cellulase, lipase and protease activity in RH 92% at 30°C was more remarkable
than that in RH 52% at 30°C.

The decrease of enzyme activity in sugar coated tablets was more remarkable than that in capsules

and uncoated tablets.

little after 3 months.

The enzyme activities of all the preparations in RH 52% and 30°C decreased
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Table T Prescription Contents of Various Digestive Enzyme Preparation Used in Examination

Pattern No. Digestive enzyme Mixed medicine
Tab] 1 Biodiastase 100mg
ablet
2 Sanactase  50mg
. Amylase, Protease, Esterase,
3 Outside Hemicellulase Cellulase
Insi de(Entteric> ganci’eas e%z};me (;l‘rypsin., Lipase,
coa mylase, Esterase
A QOutside Bacterial enzymes 50mg, Cellulase 25mg
Inside(?(;l;fric> Protamylase 150mg Liver Ext. 50mg
Sugar . Stomach Ext. (Pepsin., Catepsin.. Hydro-
Coating g | Outside chlor, Acid) 100mg
. . (Enteric . Liver Ext. 40mg
Tablet Inslde<coat ) Pancreatine NFX 95mg Pyl}i)rus Efft’lwmgd .
; : Dehydrochol. Aci mg
6 Outside Willzyme 400 50mg Dimethylpolysiloxan.
Inside(gjrgfnc) Molcin 20mg, Biotamylase 50mg
7 1éspergil!us %ré%ymes 100mg, Stabilized
ancreatine mg
8 Enteric coat Pancreas enzyme 192mg, Cellulase 50mg | CholicAcid 25mg
Sanactase 50mg, Antiacid Protease 100mg,
9 Polypase 50mg, Pancreatine 150mg.
Cellulase 50mg
Minipellet Diasmen 50mg, Diastase 100mg,
10 soluble in gast. | Molcin 50mg, Cellulosin AP
Capsule Minipellet Pancreatine 120mg, Polypase 80mg
soluble in intest.
Soluble part in Acidase 40mg, Molcin 40mg, Urso desoxychol. Acid
gast. juice Concpolypase 50mg 2mg, Menthol
11

Enteric coating
granules

Pronase dmg, Diasmen 60mg,
Panctreatine 60mg
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1. REXGRUEE

HINORBRMATIE 92% RH, 30°C & Hidft & LT 52% RH, 30°C O&M% H L7z.

REFAEE, ABAL8H 51 7 T2 v/ NRREIC AN,  EIREDF v — & i 30°C ¢ 3 1 7
REFE L7z

2. R B %

W FR AR AR L, o B-7 3 5 — wIEARpE 5, &5 — Uik pH 4.5, ) /<— €Ik

Table T Remaining Rate of Enzyme Activity after 3 Months in RH 92% and 52% at Temp. 30°C

Hydrolase a-Amylase (PH5. 0) B-Amylase(PH5. 0) | Cellulase(PH4. 5) Lipase (PH7. 0)
}1:1 o.of \Q/I\onth 0 g |Remain-\ g |Remain- 0 3 |Remain-| 4 3 |Remain-
repn. RH %\\‘ ing rate g rate ng Fate Ing rate
) 52 78200 75000{ 95.9 | 18100| 18050 99.7 31 29| 93.5 28 25| 89.3

92 78200 21250] 28.3 | 18100 15350; 84.5 31 18| 58.1 28 13| 46.4

; 52 29500| 22600] 76.6 5680] 4900/ 86.3 14 10| 71.4 1 11100.0
92 29500f 5650, 19.2 5680; 2800 49.3 14 71 50.0 1 0 0

5 52 87200] 57300] 65.7 | 30690 29340; 95.6 52 381 73.1 850 | 810 | 95.3

92 87200; 1600 1.8 | 30890 510 1.7 52 61 11.5 850 25| 29.4

52 55400] 54500{ 98.3 | 20240, 19800 92.9 46 38| 82.6 | 1000 910 | 91.0

: 92 55400, 5750| 10.4 | 20240 1380 6.8 46 12| 26.1 {1000 40 4.0

52 47001 4230[ 90.0 | 10130 9900 96.9 0 0 — 31 281 90.3

’ 92 4700; 1340 28.5 | 10130 200 2.0 0 0 — 31 0 0

52 75400| 60150, 79.8 6390, 5780 90.5 40 26| 65.0 650 | 640 | 98.5

° 92 75400 2510 3.3 6390 170} 2.7 40 121 30.0 650 | 138} 21.2

52 17300 15200] 87.9 | 13230; 12670{ 95.8 28 231 82.1 | 1000 | 950 | 95.0

‘ 92 17300, 3110 18.0 | 13230 90 0.7 28 91 32.4 |1000| 438 | 43.8

52 18850 12850; 68.2 | 31640 31500] 99.7 16 16 1 100.0 | 1890 | 1230 | 65.1

° 92 18850, 350, 1.9 | 31640 120 0.4 16 31 18.8 | 1890 13 0.7

52 61000[ 568001 93.1 | 20160| 19100, 94.7 640 | 430 | 67.2 | 1540|1033 | 67.1

’ 92 61000] 18100 29.7 | 20160] 7880 39.1 640 | 190 | 29.7 | 1540 | 600 | 39.0

52 34400 30300] 88.1 | 14740 13700] 92.9 202 264 | 90.5 | 1076 | 646 | 60.0

h 92 34400 7520 21.9 | 14740[ 3600, 24.4 292 64| 21.9 |[1076, 125| 11.6

52 31200] 22880| 73.3 | 11720 10040; 85.7 o5 o0 | 90.9 125 | 118 | 94.4

" 92 31200 12100, 38.8 | 11720 4100; 35.0 55 221 40.0 125 44| 3.2

a-Amylase; Digested Starch mg. (-Amylase; Glucose mg (as Reducing sugar)
Cellulase; Glucose mg (as Reducing sugar). Lipase; Palmitic acid mg
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Fig 1. Decrease of S-Amylase Activity in RH. 92% and 52% at 30°C
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(B CHRE) a3 N-8EIcH D, #o 1 FIT enteric coating 6T dH B. Fi-b 7w FNE 2 FiA enteric coating
Uk e BCIERT AR L D A s EATHD.

HBREHERUER

1. A8 EO%E{L

52% RH, 30°C & 34 AMGRTE L -BOREHONE OB D BN ofz. LaLiand, 92
% RH, 30°C CizBwbocs H, B &b 2 #BHBRE L« itz b, 31HBRCXeBFELME
Az e vz EHRE, WiE BoKkBELrZE L.

2. «-7I7—-E%R

3HABD -7 3 T —EIEEDE TR, 52% RH, 30°C tiz—icdin 0 ~0BBEETTHIC#E o
73, 92% RH, 30°C cix 60%L) LG ET L.

BUFIRITIE, THRBMERERAIG OBt No. 9, 10, 11 @ 72 vk 92% RH, 30°C OFMATIRERE, Bk
T b BFEEDIE T AMEKEED F N & D Dish oic. BERSETIRT0% LI EOEEIET 28D b,

3. B-7i5-tER

B-7 315 —¥D3rABOEEETIR a7 3 7 —¥D & X ERARRBOEAN & b i 25, HERED 2%
RH, 30°CcoOFEHKTREL < 93% L

i b A, 922 RIL 30°C GO Table I Remaining Rate of Protease Activity after 3 Months

in RH. 92% and RH. 52% at Temp. 30°C

FRYERE R OBEER H 2 VFIDTEWIET T~ P w activi
o & o No. of \«. \\\ Month rotease activity
e biel, AT EATOTR Prepn., P}}\I}H% \\ 0 3 Rgmaining
100mg 45 DONo. 11t 37 A%TH15% . > rate
) 59 81 74 91.4
BEOCETCHERI . 3.5
‘ ) 99 81 50 62.5

B-7 1 5 —¥iEEORIFA X Figl 3 -

. . . . 52 1100 675 61.3
AL e, T ARG 8.0 -
OEEEOF UL, 92% RH, 30°C G, %2 1100 230 20.9

|
BAHE X D bt ot RGN 029 P e i &0
RH. 30°C ¢ 147 BRICEFERIOBLT ; 92 50 24 48.0
RS TBOIR L, BT VA, e 6.0 52 258 240 93.0
AR b Ak BRSO TRE ' 02 258 174 67. 4
KT A@E e ot SOOI LIREE 52 77 74 96.1
e ] 3.5
KOBEDNIE T 7 e 92 77 50 64.9
6
+BOTIEIR A EEbR 5. - - 695 0.5

7o 3552%RH, 30°C T DEEZEIE 8.0

s #52% TORMELA 92 705 148 21.0
A ERBIIRD 5T

52 2% 20 83.3

4. LS —-EEHE 3.5

92 24 6 25. 0
U5 —ED 3 BBOBHETR, 8
52 743 636 85.6
929 RH, 30°C ¢it 52% RH, 30°Cic 8.0
43 251 33.8
BAREBWH, a, B-7I17~¥hED 92 7 2
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EHEE TR LT VT —EDEREEG D ot SO LIkt VT — ¥TEESBRIRET U AT
NhHHLITEbNS.

5. UnN—tER

)= RO R, 92% RH, 30°C Tl —RCEE T 3 # A 55% L LMD HG80 bhviens, 52%
RH, 30°C iz 2 AT HEHEDTH » .

6. FYor7—t{EH

Tur 7 —YiEEOAER, Tablel /RT & 5 e —8IE DWW TDRT o7t —fic 52% RH, 30°C ¥
T AHIEEDIEFIEDTdh o72h% 92% RH, 30°C Tz h OE RS SN, pH 3.5 Otk T o7 7 — ¥
EpH 807 vh ) 757 —¥OEER N EXRD bIirds o /.

T SR 7 55 5 7 — € D7 Ly ) AR A LT B, 2 El BB LA I 12 7 0L ) RO
BT, Tovh VEMRE L B WOT, EEETETECRE b Bl heRELERI A0 LM
biLsb.

BERVER

”r?ﬁ%&?%%”% BIZTIRMEEERDB-7 2 5 — CiEM OB IR X 28 ba2 W Licss, 4 EIEHIRATERS
OMIREEERD a, f-7 35 —EPUNC IV —F€, ) —F, Fasr7—ElEFEINTdEDORLEEH
E L7z, )

CORGFOMR, BT T2 VAT MIERER O MG O A MEFIEHEOIE FIRBE LG LD e o 15, &
D LITIROLE LHRIGIEDET L ORI R HhD#RDH L HiCHEZ b D.

INHORMEE LD TEHD EMRRDED TH 5.

1) a B-7 335 —¥iEEE52% RH, 30°C & 92% RH, 30°C & CIRREFFEFEMEETICE LnEnsbh, 52
% RH, 30°C GidFhA ERAD Licws, 92% RH, 30°C Gk 3 # A#kic60% L E{ET Liz.

2 f-7 375 —¥iEthE, 92% RH 30°C O&M4TiE, FEASEIEEAIE S, 1 0H RSB L LiEEE
Tl

3) kT —¥, Y8—¥, FoF7-—-¥iEER2% RH 30°C cHAFE LA X Y 92% RH, 30°C oD
BEID R 0D Liz.

4 h T VHIRMBEREORED o, B-7 35 —F, ®ILT ¥R A= EIEEE R KSED TR X
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