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feH e EHHAENCT - &R BT KB ERSDDLY) & #
M T Y HREAKEBXUSPAAK > 75.0-135.0% -

SRBRE  |KH1 4512
24 (12487 g4 (12487
(% 1%) €39
25 100 25 100
1 100.3 99.0 98.7 104.3 100.5 98.6
2 100.3 98.4 97.1 1 101.6 99.6 99.7
3 97.8 99.9 97.8 101.5 102.6 100.5
4 101.6 98.9 99.3 104.2 100.5 98.9
5 998 100.7 99.6 100.9 100.7 100.6
6 100.3 99.7 100.7 103.2 99.3 105.1
7 101.0 100.6 98.5 102.4 100.3 100.5
96.3 100.0 97.4 100.6 100.2 99.8
974 97.9 96.1 103.3 102.0 98.9
10 99.1 97.8 97.5° 101.5 100.7 98.9
P35 99.4 99.3 98.3 102.4 100.6 100.2
%RSD 1.7 1.1 14 1.3 1.0 1.9
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2 E M BER (oA (ERAEY
(A) |%LC
€% &A%
13DNG |1.2DNG |2-MNG |I-MNG _[Clonitrate
T ] 1(25)
-3 0 100.9 (0.4 0.2 ND ND ND
40°C/75% | 1 97.1 04 0.2 ND ND ND
2 99.0 1|04 0.2 ND ND ND
3 98.6 |04 0.2 ND ND ND
6 972 104 0.2 ND ND ND
25°C/60% | 3 100.0 (0.4 0.2 ND ND ND
6 996 |04 0.2 ND ND ND
9 101.1 |04 0.2 ND ND ND
12 1004 |04 0.2 ND ND ND
%] 1(100)
40°C/75% | 1 984 |03 0.2 ND ND ND
2 96.5 0.3 0.2 ND ND ND
3 958 103 0.1 ND ND ND
6 956 |03 0.1 ND ND ND
25°C/60% | 3 993 103 0.1 ND ND ND
6 996 1|03 0.1 ND ND ND
9 994 103 0.1 ND ND ND
12 995 |03 0.1 ND ND ND
] 2(25)
= 0 102.4 |04 0.2 ND ND ND
40°C/75% | 1 100.6 0.4 0.2 ND ND ND
2 999 104 0.2 ND ND ND
3 100.7 0.4 0.2 ND ND ND
6 984 |04 0.2 ND ND ND
25°C/60% | 3 101.2 |04 0.2 ND ND ND
6 101.8 |04 0.2 ND ND ND
9 103.3 |04 0.2 ND ND ND
12 102.4 (04 0.2 ND ND ND
% 1] 2(100)
40°C/75% | 1 100.7 0.4 0.1 ND ND ND
2 996 |03 0.2 ND ND ND
3 98.7 |03 0.1 ND ND ND
6 982 |03 0.1 ND ND ND
25°C/60% | 3 100.8 10.3 0.1 ND ND ND
6 101.1 |03 0.1 ND ND ND
9 103.1 |04 0.2 ND ND ND
12 102.5 103 0.2 ND ND ND
e |
B oIl T¢
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BEXERAHE  (FA2 L4 - COMPRESSED NITROGLYCERIN TABLET AND ITS METHOD OF
MANUFACTURE )

The present invention is directed to a stable
nitroglycerin containing pharmaceutical
composition, preferably a tablet which is prepared
by direct compression technology. The formulation
closely replicates the properties of nitroglycerin
molded sublingual tablets (e.g. adequate
disintegration and sublingual absorption), while
reducing the problems experienced with compressed
tablets (e.g., friability and weight variations).

The stable tablets are characterized by a decreased

g
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W PXEAFE (BAILHE SRBIHCHBEBRLLER)

EXEA#E (A L4 © COMPRESSED NITROGLYCERIN TABLET AND ITS METHOD OF
MANUFACTURE )

decreased migration of nitroglycerin, decreased
potency loss, excellent content uniformity when
stored. The preferred combination of components
are: nitroglycerin/lactose dilution, hydrous
lactose, glyceryl monostearate, fumed silica,
pregelatinized starch and calcium stearate. the
preferred process employs direct compression
technology to yield composition showing adequate
disintegration, bioavailability and improved
stability.
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