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Manidipine hydrochloride 20 mg tablet
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3.1 Finished product specification: Manidipine hydrochloride tablet (JP 18)

D) Test Items Specifications

3.1.1 | Identification Meet the requirements

3.1.2 | Assay 92.0-108.0% of the labeled amount of manidipine
hydrochloride

3.1.3 | Uniformity of dosage unit* Meet the requirements

3.1.4 | Dissolution* Not less than 75% (Q) of the labeled amount of

manidipine hydrochloride is dissolved in 45 minutes

3.2 Drug substance specification: Manidipine hydrochloride (JP 18)

) Test Items Specifications
3.2.1 | Identification Meet the requirements
3.2.2 | Assay 98.5-101.0% of the labeled amount of manidipine
hydrochloride
3.2.3 | Melting point 207 °C (with decomposition)
(uw.oydn  29FiNey) (ney.duniu wisfeliesh) (Ney.017@3 MuLd)
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b} Test Items Specifications
3.2.4 | Heavy metals Not more than 10 ppm.
3.25 | Arsenic Not more than 1 ppm.
3.2.6 | Each Related substance Not more than 0.2%
3.2.7 | Total Related substance Not more than 0.7%
3.2.8 | Loss on drying Not more than 1.5%
3.2.9 | Residual on ignition Not more than 0.2%
NUTBLR
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4.3.1

4.3.2
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4.3.4
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Sacubitril 97 mg and Valsartan 103 mg film coated Tablet
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3.AnuaNUANIanALn
3.1 Finished product specification:

1)

U9 Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay -95.0 % - 105.0 % of the labeled amount of Sacubitril
-95.0 % - 105.0 % of the labeled amount of Valsartan
3.1.3 | Uniformity of dosage unit * Complied with finished product specification
3.1.4 | Dissolution* -Not less than 80%(Q value) of the labeled amount of
Sacubitril is dissolved in 30 minutes
-Not less than 80%(Q value) of the labeled amount of
Valsartan is dissolved in 30 minutes
3.1.5 | Degradation products
-Specified based on declared content | Not more than 0.7%
of Sacubitril
-Any unspecified on declared content | Not more than 0.2%
of Valsartan
-Total degradation products Not more than 0.5%
N3IFUNTT
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3.2 Drug substance specification:

4o Test Items Specifications
3.2.1 | Identification Complied with drug substance specification
3.2.2 | Assay by HPLC -47.6-49.6% of Sacubitril on an anhydrous and

solvent free basis
-50.3-52.4% of Valsartan on an anhydrous and
solvent free basis

3.2.3 | Water of content 4.3-57%
3.2.4 | Heavy metals Not more than 10ppm
3.25 | Chloride Not more than 500 ppm

3.2.6 | Related substance
-Unspecified each Not more than 0.1%
-Total unspecified related substance | Not more than 0.3%
-Total related substance Not more than 0.6%
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Yagiu (drug substance specification) nifiagsywinmsiudeuutasuludiudy
gFpauuUnasaNINMEEMsvauAlY (8 5) uawsay finished product specification
way/m38 Drug Substance specification
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Candesartan cilexetil 16 mg tablet

1. o871 Candesartan cilexetil 16 mg tablet

2. AruautAlY

21 guuuu WugUuuuende dmsusulsemu
22 dmuszneu  Usenaumesien Candesartan cilexetil 16 mg Tu 1 idin
23 MYULUTTY ussqluunsdnaivifostumutuly uazussatasitosiuuag
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3. puanUanaumaia

namsiasiziauailuluniy Finished product  specification  Uag Drug  substance
specification 7181989 nndsfuatiuiieaiu Saldeanaifoudedninnuanznssunisemsuazen
ns¥NsASLEY Taindusifuiliddaieaiuatuidieuimislmininnasgrundusisulasisy
Wile AAUTENIANSENTNATGITGY 1309 SEYTIET WA 2561 asiufl 6 SuAu w.a. 2561 (asUszne
Tus1wAv9yune Juil 12 nuaniug 2562) uavUszn1ANTENT A5G 303 spysiieen @UUT 2)
WA, 2562 aviufl 3 nsngnau N, 2562 (Aszmelusieioenyun Fuil 26 nIngIAY 2562)

3.1 Finished product specification: Candesartan cilexetil tablet (USP 41)

o Test Items
U9

Specifications

1 | Identification

Meet the requirements

2 | Assay

90.0 — 110.0% of the labeled amount of candesartan
cilexetil

3 | Dissolution

NLT 809(Q) of the labeled amount of candesartan
cilexetil is dissolved in 45 minutes

4 | Uniformity of dosage form units*

Meet the requirements

5 | Organic impurities

- Candesartan cilexetil related compound G: NMT 1.0%
- Candesartan cilexetil related compound B: NMT 1.5%
- Candesartan cilexetil related compound D: NMT 0.5%
- Candesartan cilexetil related compound F: NMT 1.5%
- Any unspecified impurity: NMT 0.2%

- Total impurities: NMT 4.0%
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3.2 Drug substance specification: Candesartan cilexetil (USP 41)

P Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.7 - 101.0% of the labeled amount of
Candesartan cilexetil (anhydrous basis)
3 | Residue on ignition NMT 0.1%
4 | Organic impurities - Ethyl candesartan: NMT 0.2%

- Desethyl candesartan cilexetil: NMT 0.3%
- N-ethyl candesartan cilexetil: NMT 0.2%
- Any other unknown impurity: NMT 0.10%
- Total impurities (sum of all impurity
peaks>0.05%): NMT 0.6%

5 | Water determination NMT 0.3%

3.3 Drug substance specification: Candesartan cilexetil (BP 2016)

2 Test Items Specifications
Identification Meet the requirements
2 | Assay 99.0 - 101.0% of the labeled amount of
Candesartan cilexetil (anhydrous substance)
3 | Related substances - Impurity B: NMT 0.3%
- Impurity F, G: NMT 0.2% (for each)
- Impurity A, H: NMT 0.15% (for each)
- Unspecified impurities: NMT 0.10% (for each)
- Total: NMT 0.6%
4 | Water Max 0.3%
5 | Sulfated ash Max 0.1%
6 | Water determination NMT 0.3%
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Candesartan cilexetil 16 mg tablet
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