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1. Foen Amlodipine Besylate 16 mg tablet
2. auautAnaly
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2.2 dulssneu Tu 1 ¥in Usznausesien Amlodipine Besylate 10 mg
2.3 nYUYUTTY ussqluunsnaiiv Jestummitiu uasussyiusidostuuds
2.4 9a1n - seyBiern, daudsznausendWuazenuusy, Susdn, Tunsinang,

&

A a -2 ¥ 1 g e
wUnkEn waziaunzieusiiSuen ‘l'zamwmﬂuuu‘ussa;nmsn

- NMYUFUTIEIRENBesBTYlee, dwustnaudnendifry,

A _a ’ Q)
AL, LAVVINGR LasIUNUABY

3. AuaudAnIumaia

Han13ns9Assiaun muluniu finished product specification wag drug
substance specification g19899nindusSuatuiienfu deldeaneileudeditny
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3.1 Finished product specification: Amlodipine Besylate 10 mg tablet

L) Test items USP 41
L | YSunaushendnety 90.0 - 110.0% of the L.A. of Amlodipine
2. | Identification ATIVABUNIUAY Finished product specification
3. | Dissolution NLT 75%(Q) of the L.A. of Amlodipine
(uiaan 30 urd)
4. | Uniformity of dosage units MTIABUNIUAY Finished product specification
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U8 Test items

USP 41

5. | Impurities

- Amlodipine related compound A

- Amlodipine lactose adduct

- Amlodipine glucose/galactose adduct

- Amlodipine besylate

- Any unspecified degradation product

NMT 1.0%
NMT 0.5%
NMT 0.5%

NMT 0.2%

3.2 Drug substance specification: Amlodipine Besylate

U8 Test items

USP 41

L | Sunasiaendgy

97.0 - 102.0% of Amlodipine (anhydrous basis)

2. | ldentification

#5398 UKIUANY Finished product specification

3. | Optical Rotation

Between -0.10° and +0.10° (measured at 20°)

4. | Water Determination

NMT 0.5% (anhydrous form)
Between 3.1% and 5.0% (hydrate form)

5. | Residue on ignition

NMT 0.2%

6. | Heavy metals NMT 0.002%
7. | Related compounds

- Amlodipine impurity A NMT 0.3%

- Total other impurities NMT 0.3%

3.3 wan1sAsIen Elemental impurity %383 Risk assessment report (WanaLaN&E1S

Udssnau)
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5. msUssliuArdsz@ninmaesian (Price Performance)

nsiasunaaglendninasinisussiliuauseansnmeesian (Price  Performance)
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2 ¢ fsll
1. 597k (Price) umtdniviiudesay 40

¥
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1.3 %’agaaﬁuaquqmmwwwamﬁmﬁ 25 ASKHUY

#irtsdoy ATIUY
. B19INNAAN UG ULUY 25
. dn1sAnwmieadfin (Clinical trial) AZLUY
lngiisnseunisAnwimeaidniuSeufisulseavinnee s fuedunuy MSes189unI9 15
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1. FsAnwliuluy Randomized controlled trial wazfinsfiRukanisinwas 13
MIEIVRNMSUIERULTate ABLLUL
2. Fens@nwnduluu Non-randomized controlled trial  wasfinmsARuwuanisAnea 11
MIEIVINMSUIERULTete ATLUY

3. WMsAnwnlu Comparative studies wuu Cohort studies (prospective) uagdins | 9 ATULUY
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5. finIRTIRdUANLIMIIYALLAZYNABIYEIIS AT 1E9FenTY biological sample
LI
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