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on.e Finished product specification : Manidipine Hydrochloride tablet (JP XVII)
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Test items

Specifications

® |dentification

JPXVII

Complied with finished product specification on

o | Assay

«w.0o% - @ox.0% of the labeled amount of
Manidipine Hydrochloride

m | Uniformity of dosage units*

JPXVII

Complied with finished product specification on

& Dissolution*

minutes

Not less than ei&% of the labeled amount of
Manidipine Hydrochloride dissolved in e
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a.lo Drug substance specification: Manidipine Hydrochloride (JP XVII)

U8 Test items Specifications
® | Description Complied with finished product specification on
JPXVIl exposure to light
b | [dentification:
(@) UV Spectrophotometry Positive
(o) Infrared Spectrophotometry | Positive
() Qualitative test for chloride Positive
m | Assay aw.&% - ®0®.0% of Manidipine Hydrochloride
Purity
(@) Heavy metal Not more than @o ppm.
() Arsenic Not more than @ ppm.

(en) Related substances

Not lager than @/& times the manidipine peak area
from the sample solution (Not more than o.v%)

(&) Total Related substances

Not larger than e//@o times the peak area of

manidipine from the standard solution (Not more
than o.01%)
Not more than @.¢%

& | Loss on drying

e

WA e. * Wt dissolution uag uniformity of dosage units IuuUIENANSLARI AL ANANTS
jgﬁ;@j 2t vnflleudeneasideniduiiarliluly coa
lo. N3tifInzdeuL sy (waive) NIMSIAUATITNTIENS 1A ’Lwauuammnmwaﬂmu
manmwlmuauumma
. Drug substance specification #9155 ﬂmnlmmsuwzjawwam drug substance w3alu
’JLF]‘S%V? drug substance vagnany1d NS auu'l.mauuwua Faflnsmadiasgsinsuyn
watedifvun

Not more than o.lo%

Residue on ignition
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or Active pharmaceutical ingredient specification)
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wazlitiu o U s Tulssmalssmasiadidnnsedind
<. @NUNBAAITTUTBIWINTFIUNTHERDT AundninasiuagIZnasiialunisuanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Ta g v U218 91u PIC/S participating
authorities #5® HduENA13TUTBWINSFIUNSHEREIAUENNATLALI BN TRIUNMIHEREN
YOIFIUNITUAMZNITUNITEMITUAL YN NIENINA5150UGY/ WHO v3a GMP 51.4‘] Farimuniulag
firuaenndeuasvinifleniuvdninusiuasiin1sinlunisnanen PIC/S lumnagniiausteati
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(Active Pharmaceutical Ingredient :API) wasuaningRusaerddry
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(Finished Product Specification) vesjnannansinmiedusagy
.o @1 drug monograph voswanAuied1Tagy (Finished Product) uag fedfey (Active
Pharmaceutical Ingredient)
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elolo NMANYIAUAEN e TUANTITS (Accelerated stability data) o819t/e8 & JunITWER

elb.m NMIANYIAILAWITEEZE (Ongoing stability data)
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potassium clavulanate

8580 FUuULEIMazANLSY wiael umyainy TN1EIT
(um)

Lercanidipine tab 20 mg 1 ulm 3.00
Manidipine tab 10 mg 1 1l 1.80
Manidipine tab 20 mg 1 ulm 3.00
Nicardipine SR 6ap 40 mg 1 unulga 934
Nicardipine sterile sol 2 mg/ 2 ml 1 laues/uanmys 32.64
Nicardipine sterile sol 10 mg/ 10 ml 1 lauaa/unnya 80.00
Nifedipine SR tab 10 mg 1uim 0.85
Nifedipine SR capftab 20 mg 1 walganin 1.70
Nifedipine CRtab 20 mg 1 lm 9.47
Nifedipine CRtab 30 mg 11lm 13.31
Nifedipine CRtab 60 mg 10A 17.22
Nifedipine cap/tab 5 mg 1 unlganiln 0.95
Nifedipine cap/tab 10 mg 1 unrlga/dn 0.95
Nimodipine tab 30 mg 1 10m 14.91
Nimodipine sterile sol 0.2 mg/1 ml (50 ml) 1 luna 588.50
Nitrendipine tab 10 mg 1! 1.61
Nitrendipine tab 20 mg 1 e 1.82
Verapamil hydrochloride tab 40 mg 1 1.00
Verapamil hydrochloride tab 80 mg 1 Wm 2.00
Verapamil hydrochloride SR tab 240 mg 1n 11.56
Cilnidipine tab 10 mg 11m 14.37
12. n@NeN Antibacterial drugs

121 n1§um Penicillins, include beta-lactamase inhibitors

Amoxicillin trihydrate cap 250 mg 1 untlga 0.97
Amoxicillin trihydrate cap 500 mg 1 wAlga 1.71
Amoxicillin trihydrate dry syr 125 mag/5ml (60 ml) 11994 12.84
Amoxicillin trihydrate dry syr 250 mg/5ml (60 ml) 119 18.19
Amoxicillin + Sulbactam tab 250 mg + 250 mg 1 Wm 18.19
Amaxicillin + Sulbactam tab 500 mg + 500 mg 1 m 6.56
Amoxicillin + Sulbactam tab 875 mg + 125 mg 1 1l 21.40
Amaoxicillin + Sulbactam dry syr (125+125) mg (60 ml) 1990 68.50
Amoxicillin + Sulbactam dry syr (250+250) mg (60 ml) 19190 235.00
Amoxicillin + Sulbactam sterile pwdr 1 g + 500 mg 1 luea 80.25
Amoxicillin trihydrate + i

tab 250 mg + 125 mg 1 1im 6.42
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