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90.0% - 110.0% of the L.A. of Amlodipine Besylate

1. USnmendnt
ke 90.0% - 110.0% of the L.A. of Atorvastatin Calcium

2. Identification avarumufiszyly Finished product specification

3. Weight variation 38 Uniformity , 4
aseruamaNzylw Finished product specification
~ of mass (weight) ‘
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4. Dissolution mmmumum‘:qlu Finished product specification
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1. ARFNUAMIINAKAYDY Amlodipine Besylate @
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1. YSunmdandngy

97.0-102.0% of Amlodipine besilate
(Calculated on the anhydrous basis)

97.0-102.0% of Amiodipine besilate

(anhydrous substance)

2. Identification ATIHU AT

3. Optical rotation -0.10° to +0.10° 0.10° to +0.10°

4. Water NMT 0.5% (anhydrous form) NMT 0.5%

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%
- Disregard any peak : NMT 0.03%

- Impurity D : NMT 0.3%

- Impurity A : NMT 0.15%

- Impurities E,F : for each impurity, NMT
0.15%

- Unspecified impurities : NMT 0.10%

- Total : NMT 0.8%

- Disregard limit : NMT 0.05%

8. Sulphated ash

NMT 0.2%
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= Not more than
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2. AMEANUGNIIINARAV DY Atorvastatin Calcium’

1. WSanmaandeny

98.0 — 102.0% of Atorvastatin Calcium

(Calculated on the anhydrous basis)

2. Identification

ATIWIU

3. Heavy metals

NMT 20 ppm

4. Enantiomeric purity

NMT 0.3% of atorvastatin related compound E

5. Water Determination

3.5% - 5.5%
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- Atorvastatin related compound A : NMT 0.3%
- Atorvastatin related compound B : NMT 0.3%
- Atorvastatin related compound C : NMT 0.3%
- Atorvastatin related compound D : NMT 0.1%
- Any other individual impurity : NMT 0.1%

- Total impurities : NMT 1.0%

6. Related compounds

HnABLKA NMT = Not more than
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Zozn  Milrinone lactate 1 mg/mL, 10 mL
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Wuasazanwimannise
u 1 mL Ysznaudaudas Milrinone lactate Aguyanys Milrinone 1 mg
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1. USinmdaendngy 90.0 — 110.0 % L.A. of Milrinone lactate

2. Identification test mmchumuﬁs:qlu Finished product specification
3. pH @li‘l'ﬂd’l%@lﬂ&lﬁszq'lu Finished product specification
4. Sterility test avaruaufiszyly Finished product specification
5. Bacterial endotoxins m‘nN"lml‘l&lﬁS:iﬂu Finished product specification
6. Pyrogen test a7 N"mm&lﬁ‘i:q'lu Finished product specification
7. Particulate matter m*n’-m"mm’mﬁs:q‘lu Finished product specification
-9%1@ > 10 pm L3iifiu 6,000/container

- %@ > 25 pm lifiu  600/container

8. Volume in container [ph] si’mmu‘ﬁﬁquu Finished product specification
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1. Yy 98.5 — 101.5% of Milrinone

(Calculated on the anhydrous basis)

2. |dentification AWMU

3. Water ‘NMT 2.0%

4. Residue on ignition NMT 0.2%

5. Heavy metals NMT 0.002%

6. Chromatographic purity - Any individual impurity : NMT 0.3%

- Total impurities : NMT 1.0%

ARNUWKA NMT = Not more than
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i@fﬂ Sildenafil citrate 20 mg Tablet

anaxLan
1. Wusuda siesudsznu
2.1n 1 1fla Ysznaudandaen Sildenafil citrate fisuyaniy Sildenefil 20 mg
3. ursyluursagdiiluuwasd wia blister pack dastunnugule
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1, ﬂ%uqmﬁ’qmﬁqﬁ’mu 90.0-110.0 % L.A. of Sildenefil citrate

2. Identification test mﬁamumuﬁ'ﬁ:ﬁlu Finished product specification

3. Dissolution 0\51’11&4"\1,&6!’1&171.5:131% Finished product specification

4. Weight variation n3a Uniformity m‘ai)d'lumuﬁ‘i:q‘lu Finished product specification
of mass (weight)
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s78n15N 4 Ticagrelor 90 mg film-coated tablet

aulsznadIninauaTysi 2 6 8.A, 2557

M Ticagrelor 90 mg film-coated tablet

Amauien
1. (usnde shesuysznmu
2. s 1 (e Ysznavudisae Ticagrelor 90 mg
- ¢ _a . A1 o P g v
3. u‘ssq'luumaQumuuNaua w38 blister pack Uainuanusule
A 1 L o L Q@ o R : ﬂ. - -4 o W
4. 28Ny - Taen SUUENBUAMINFNYUIANILT TUHER TUFUDE Iufinda ussisnzidoudrium
athsfauamuiussyninet
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1. YSunuen gqa”]ﬁ’mu 90.0-110.0 % L.A. of Ticagrelor

2. Identification test msamhuw1uﬁs:q1u Finished product specification

3. Dissolution aarimaanszyly Finished product specification

4. Weight variation 3o Uniformity midad‘mmu'ﬁ's:y'lu Finished product specification
of mass (weight)
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