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Studies on quality of- raw medical materials ()

Sung Bae Park, Byung Chan Min, Yang Kyoon Yoon, Kyung Soo Kim.

ABSTRACT

For the control of raw medical materials producted in Korea, this experiment was attempted to

study on 7 kinds of raw medical materials that included 160 samples.

The 7 kinds of raw medical material were Acetophenetidin, Acetyl salicylic acid, Sulpyrine, Aminopy-

rine, Calcium p-amino-salicylate, Piridoxine hydrochloride and Magnesium stearate, and also examined by

K.P., J.P.and U. S. P..

The results of examination were as follow,

1. On the suitability test, 2 Acetophenetidin in 24 samples was 8.3%, 2 Acetyl salicylic acid (7. 12)
in 28 samples, 1 Sulpyrine{d.2%) in 24 samples,1 Aminopyrine (5.0%) in 20 samples, 2 Calcium p-
aminosalicylate (8. 3%) in 24 samples and 3 Magnesium stearate (15.0%) in 20 samples were un-
accepted, and Pyridoxine hydrochloride (20 samples) were all accepted.

II. The test item of purity was mainly unaccepted one for K.P., J.P,or U.S. P.in raw medical ma-

terials.

. 9 groups(makers)of raw medical materials in 19 groups were accepted in all test item for K. P.,

J. B or U.S.P..
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1. Acetopnenetidin

Phenacetin®] H&§EH= Table [ 3 2es [ -
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2. Acetly Salicylic acid
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0. sghE Table ]. Resuit of Acetophenetidin
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Table [I. Result of acetophenetidin for unaccepted item

,_ ‘ Loss Residue Melting Readily

Group Assay on on carbonizable Acetanilide Phenetidine A3 A

drying ignition range substances

I'=1 1

I-0 1 #OE 1

I-1I

Total 2 1
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Table . Result of A.S. A
Group No. of | No. of No. of Rate of
Sample ! Accepted {Unaccepted |Unaccepted
Jd -1 7 6 1 14.3%
J -1 7 I 7 0 0.0%
J -1 7 : 6 1 14.3%
J - 7 7 0 0.0%
Total 28 26 2 T 1%
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Table [V. Result of A. S. A. for unaccepted item

Loss | Residue | Clarity Free Heavy Readily T
Group | Assay on on of salicylic |Chloride | Sulfate Arsenic | carbonizable :I b;
drying | ignition | solution acid metals substances 2
§=1 1
J -1
J -1 I
J -N
Total 2
3. Ecipyiis Table V. Result of Sulpyrine
. v +o —
Sulpyrine 2| EE#EF+ Table V.2t Zed, K Group No. of No. of No. of Rate of
MEeN AlmF 142 gk deddh Sample | Accepted |Unaccepted |Unaccepted
THERS Table Vel A8k 7to] £a&iabe] g 44 . : )
- 0 0.0%
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. o > 108 o
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Total 24 23 1 4.2%
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Table [V. Result of sulpyrine for unaccepted item.
Loss Clarity Heavy Aminoantipyrine Chloroform-
Group Assay on of meta soluble Sulfate [ -]
drying solution metals sulfonic acid substances
K-1
K-
K 1 1
Total 1 1

4. Aminopyrine

Aminopyrine o] $Ei&E F= Table I 2o L-
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Table V[. Result of Aminopyrine

G No. of No. of No. of Rate of
roup

Sample Accepted | Unaccepted |Unaceepted
Li= T 10 9 1 10. 0%
L-1 10 10 0 0.0%
Total 20 19 1 5.0%
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Table V. Result of Aminopyrine for unaccepted item

] [
Loss Residue Melting Heavy Readily
Group Assay on on Chloride carbonizable | Antipyrine ik ool
drying ignition range metals substances
L=} 1 HE
L-1
Total 1 1

5. Calcium p-amino salicylate o
' (. Result of PAS-C
PAS-Ca®| 928a#iF = Table Kal 7ros M- ] sble: k., Result o a

Brell Ao 8@k =1 @ostde, M-DHA M o No. of No. of - No.of Rate of
~ [t Ae &% 1 #EEE} Ztﬁé}ﬁ =5 SR Sample Accepted |Unaccepted | Unaccepted
A#EHEAS 2 Table Xelldel 23 1E kol A
M-1 8 8 0 0.0%
fafj4te} 2] AR 3 m-aminophenol 4|& 2] FFESL et M- 8 7 1 iZ 59
deieel, o AW ARe Fed Fhdod o vool s i X oo
gl 2ol 48k Ao 4pgs|e,  m-aminoph-
encld = T gty SAste FfH doe Total 22 22 2 8.3%
Agsleh Zeln ofe 1 MAdel 4 s 4glo]
Table X. Result of PAS-Ca for unaccepted item.
} Clarity Heavy m-amino-
Group Assay of Chloride Arsenic P.'H 24| 3
solution metals phenol
M-1 R
Wl 1 1
-0 1 1
Total 1 1 1 2
g e, AxAlel gl A4bE e d4sgtEol uatabele] LFole el 2g wsls} opylsl 32
2bal Al AR R ohlgl e sl =rlE Ik el
o ZEse lddedl, ols AxaAAT  Alzs Table X]. Result of Pyridoxine HCI
#el e Eu el &E Aol ohdrt 3R
o} § No. of No. of No. of Rate. of
’ Groue Sample Accepted |Unaccepted | Unaccepted
6. Pyridoxine Hydrochloride : 2 B NACoen P
Pyridoxine HCl9] F#EHEE Table X =k 3tol21d NOT 10 10 0 0.0%
B el 20fER A 2T @he & 4 debdae N-T| 10 10 0 0.0%
cish Table Mol 4 wi- ule} 7ro] Ffne & B
(ol G o] Qlodiml o]So. alallligel] T i Total 20 20 0 0.0%
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Table XI. Result of pyridoxine HCI for unaccepted item.

Loss on Residue on Melting Heavy Chloride Yy
Group Assay . S g a4y
drying ignition range metals content
N-T HE 2
N-1 1
Total 3
7. Magnesium Stearate Table XII. Result of Mg-Stearate
Mg— Stearate®| EEi&EF= Table XM &+ oo -
No. of No. of No. of Rate of
- T b G .
2 B Y B% A Ffith 7 viebubeb Foup, Semple | Accepted |Unaccepted |Unaccepted
TR Table XIVoll 42} gre] 2 gz =iz
Heh 220 SEAY %ol 2 EerSytel gle] <+ 0-1| 10 9 1 10. 0%
EAgelA4E & FA7 glalsh 2y £5 Afo] b=y W 8 & 29
AGUAL A4 A B ohiehy 4z
Total 20 17 3 15.0%
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Sulpyrine #} Aminopyrine | °r 3 3519 2 o, Acetyl, Sa- unaccepted item.
licylic acid, Acetophenetidin, Ca—PAS, Mg-Stearate
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Table XV. Result of raw medicine quality
Name of Sample Nd. of Sample No. of Accepted | No.of Unaccepted Rate of Accepted
Acetophenetidin 24 22 2 91.7%
Acetyl Salicylic Acid . 28 26 2 92.9%
Sulpyrine 24 : 23 1 95 .8%
Aminopyrine . 20 19 1 95.0%
Calcium p-aminoe Salieylate 24 22 o 91.7%
Pyridoxine HCI 20 20 o 100. 0%
Magnesium Stearate 20 17 3 85.0%
Total 160 149 11 93.1%




Table XVI. Result of

raw medicine for unaccepted item.

Readily Clarity Free Chloroform
Assay carbonizable of salicylic soluble Chloride m-amino-phenol
substances solution acid substances
3 3 2 2 1 1 1
No. of
3 103%8 )
Sample R
. 11
¥ FEEEH
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% %4 9lo} Tela, TEEd 1EEREY Tl 9 1. Acetophenetidin® 24f:ffch 22#{£(91.7%).
¢, 23HE T@el 2#oE4 1IEB TAiET % Acetyl Salicylic acid:= 28 268k (92.99)
grel Sulpyrine2 248:{Eh 238t (95. 8%), Aminopyrine
=gh, ATARA L Famkst 6 @8He 7 2 2085 19844 (95%), Calcium p-aminosalicylate

L 24ketheh 226 (91.7) %),
Btk 20865 (100%).
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