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m.@ Finished product specification : Manidipine Hydrochloride tablet (JP XVII)

D) Test items Specifications

@ | Identification Complied with finished product specification on
JPXVII

b | Assay «b.o% - ®mow.0% of the labeled amount of
Manidipine Hydrochloride

o | Uniformity of dosage units* Complied with finished product specification on
JPXVI

& | Dissolution* Not less than ei&¢% of the labeled amount of

Manidipine Hydrochloride dissolved in &

minutes
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a.lo Drug substance specification: Manidipine Hydrochloride (JP XVII)

h) Test items Specifications
@ | Description Complied with finished product specification on
JPXVIl exposure to light
b | Identification:
(@) UV Spectrophotometry Positive
(b) Infrared Spectrophotometry Positive
() Qualitative test for chloride Positive
m | Assay «x.&% - ®0®.0% of Manidipine Hydrochloride
@ | Purity
(@) Heavy metal Not more than @o ppm.
(o) Arsenic Not more than @ ppm.
(en) Related substances Not lager than @/& times the manidipine peak area
from the sample solution (Not more than o.0%)
(«) Total Related substances Not larger than ei/eo times the peak area of
manidipine from the standard solution (Not more
than o.e1%)
& | Loss on drying Not more than &.&%
© | Residue on ignition Not more than o.b%
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17 Lercanidipine
18 Manidipine
19 Manidipine
20 Nicardipine
21 Nicardipine
22 Nicardipine
és Nifedipine
24 Nifedipine
25 Nifedipine
26 Nifedipine
27 Nifedipine
28 Nifedipine
29 Nifedipine
30 Nimodipine
31 Nimodipine
32 Nitrendipine
33 Nitrendipine
34 Verapamil hydrochloride
35 Verapamil hydrochloride
36 Verapamil hydrochloride
37 Cilnidipine

12. N8 Antibacterial drugs

FeEn9eEn

FUuuuuAZAINILS

tab 20 mg

tab 10 mg

tab 20 mg

SR cap 40 mg

sterile sol 2 mg/ 2 m|
sterile sol 1ﬁ mg/ 10 ml
SR tab 10 mg

SR capftab 20 mg
CRtab 20 mg

CRtab 30 mg

CR tab 60 mg

capftab 5 mg

cap/tab 10 mg

tab 30 mg

sterile sol 0.2 mg/1 ml (50 ml)
tab 10 mg

tab 20 mg

tab 40 mg

tab 80 mg

SR tab 240 mg

tab 10 mg

121 mjum Penicillins, include beta-lactamase inhibitors

1 Amoxicillin trihydrate
2 Amoxicillin trihydrate
3 Amoxicillin trinydrate
4 Amoxicillin trihydrate
5 Amoxicillin + Sulbactam
6 Amoxicillin + Sulbactam
7 Amaxicillin + Sulbactam
8 Amoxicillin + Sulbactam
9  Amoxicillin + Sulbactam
10 Amoxicillin + Sulbactam
Amoxicillin trihydrate +

1
potassium clavulanate

=l o Aoy ae . s
3 = manemliinnlfnlgneasden 4 = nunsefdelaiidmnhelulsmeninaniaziionue

cap 250 mg

cap 500 mg

dry syr 125 mg/5ml (60 ml)
dry syr 250 mg/5ml (60 ml)
tab 250 mg + 250 mg

tab 500 mg + 500 mg

tab 875 mg + 125 mg

dry syr (125+125) mg (60 ml)
dry syr (250+250) mg (60 ml)

sterile pwdr 1 g + 500 mg

tab 250 mg + 125 mg
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3.00
1.80
3.00
32.64
80.00
0.85
1.70
9.47
13.31
17.22
0.95
0.95
14.91
588.50
1.61
1.82
1.00
2.00
11.56

14.37

0.97
1.71
12.84
18.19
18.19
6.56
21.40
68.50
235.00

80.25

6.42
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