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Fluorouracil 1000 mg in 20 ml Injection

1000 mg in 20 ml
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- Identification ATIWY
- Assay 90.0 - 110.0% LA
- pH 86-9.4
- Sterility AT
- Bacterial Endotoxins Not More Than 0.33 EU/mg
- Particulate Matter ATIT
- Volume in Container Not Less Than 20 ml
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AMANWULIANIEYRY Alfacalcidol 0.25 mcg Capsules

Alfacalcidol 0.25 mcg Capsutes

0.25 mcg
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- ldentification
- Assay
- Disintegration

- Uniformity of Dosage Units

PIITHY
90.0 - 110.0% LA
Not More Than 30 mins
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AMANYASIAWIZYDY Atorvastatin 80 mg Tablets

Ll Atorvastatin 80 mg Tablets

neiFeIntg 80 mg
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1. Identification NIIU
2. Assay 94.5 - 105.0% LA
3. Dissolution Test 1: Not Less Than 80%(Q) in 15 mins
(Test 1 ¥30 2 v30 3 Test 2: Not Less Than 85%(Q) in 30 mins
mwmums%wmﬂuu) Test 3: Not Less Than 80%(Q) in 30 mins
4. Uniformity of ATI

Dosage Units

5. Impurities 5.1 Atorvastatin pyrrolidone analog: NMT 0.5%

- Oraganic Impurities | 5.2 Atorvastatin related compound H: NMT 1.0%
5.3 Atorvastatin epoxy pyrrolooxazin 6-hydroxy analog: NMT 0.5%
5.4 Atorvastatin epoxy pyrrolooxazin 7-hydroxy analog: NMT 0.5%
(if present)
5.5 Atorvastatin epoxy THF analog: NMT 0.25%
5.6 Atorvastatin related compound D: NMT 0.35% or 0.5% if
Atorvastatin epoxy THF analog is integrated together
5.7 Any other unspecified degradation product: NMT 0.2%
5.8 Total degradation products: NMT 4.0%
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1. Identification

Infrared Absorption

Calcium
2. Assay 98.0 - 102.0% LA
3. Heavy Metals %59 Elemental | NMT 20 ppm

Impurities
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4. Organic impurities
4.1 Procedure 1 (Crystalline)

Procedure 1 w38 Procedure 2 _mamum‘:%uwmﬁﬂu
4.1.1 Atorvastatin related compound A: NMT 0.3%
4.1.2 Atorvastatin related compound B: NMT 0.3%
4.1,3 Atorvastatin related compound C: NMT 0.3%
4.1.4 Atorvastatin related compound D: NMT 0.2%
4.1.5 Any other individual impurity : NMT 0.1%

4.2 Procedure 2

(Amorphous)

4.2.1 Atorvastatin diamino: NMT 0.15%

4.2.2 Atorvastatin related compound A: NMT 0.3%

4.2.3 Atorvastatin related compound B: NMT 0.3%

4.2.4 Atorvastatin related compound C; NMT 0.3% (if present)
4.2.5 Atorvastatin 3-deoxyhept-2-enoic acid: NMT 0.1%

4.2.6 Atorvastatin related compound H: NMT 0.15%

4.2.7 Atorvastatin epoxy tetrahydrofuran analog: NMT 0.15%
4.2.8 Atorvastatin ethyl ester: NMT 0.15%

4.2.9 Atorvastatin related compound D: NMT 0.15%

4.2.10 Atorvastatin related compound I: NMT 0.15%

4.2.11 Any other individual impurity: NMT 0.1%

5. Total Impurities
(Procedure 1,2)

NMT 1.0%.

6.Enantiomeric purity

NMT 0.3%of atorvastatin related compound E

7. Water Determination

3.5-5.5% for the trihydrate form
NMT 6.0% if labeled as amorphous or as semicrystalline
NMT 1.0% if labeled as a propylene glycol solvate

8. Content of Propylene Glycol
(If labeled)

5.4%-7.3%

*NMT=Not More Than
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Cytarabine 2 g in 20 ml Injection
2gin 20 ml
dwiviadmasadonduwasntlafmi
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- Identification ATIVHN.
- Assay 97.5 - 102.5% LA
- Sterility Test NTI
- Bacterial Endotoxins Not More Than 0.07 EU/mg
- pH 12=11
- Particulate Matter NI
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i1} Dienogest 2 mg Tablets

ﬂulﬂﬁflﬂiﬂji 2mg
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AMANWUYRNIE - Identification NI
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 80%
in 30 minutes
- Uniformity of Dosage Units AT
WLy
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unen Lenalidomide 10 mg Capsules
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AMANWKIENTY - Identification ATIWN
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units #5396
- Dissolution Not Less Than 80%(Q) in 30 minutes
- Total Impurities Not More Than 1.0%
L
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AiinuoiziaWzu0s Paclitaxel 300 mg Injecti

Paclitaxel 300 mg Injection

300 mywm

IV infusion
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- Identification RIIV.
- Assay 90.0 - 110.0% LA
- Sterility Test ATIVHW
- Bacterial Endotoxins Not more than 0.67
EU/mg of Paclitaxel
- pH 30-7.0
- Limit of degradation product
a. Baccatin lll NMT 0.80% w/w
b. Ethyl Ester side chain NMT 0.40% w/w
¢. 10-Deacetyl Paclit_axel NMT 0.80% w/w
d. 10-Deacetyl-7-Epipacitaxel NMT 0.50% w/w
e. T-Epipaclitaxel NMT 0.69% w/w
f. Any other Paclitaxel NMT 0.10% w/w
degradation product
g. Total PacLit;clxet degradation NMT 2.0% w/w
product | |
C) W, M ................... UTEEUNTIUMNT

\
-
(@v%e)........2...] (a ....................... ATIUNT

e
................................................ NN
(wnanmadim aguUInady)



o

ﬂﬂlﬂﬂﬁﬂl“lﬂﬂﬂ“jiﬂi m[a[fan'n. st'" |m_ 3 mg Iab!ets

WLl Warfarin Sodium 3 mg Tablets
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ANANNMEIANIY - Identification RIIWIU
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 80%(Q) in 30 mins
- Uniformity of Dosage Units ATIVW
- Organic Impurities Not More Than 0.5%
VRV
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Yhmsfinwdauyaldegugndemamen GCP uagvisalfuRnisdewiunmsiuses GLP w3e IS0/ IEC
17205
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AUANYIANIZYD Warfarin Sodium 5 mg Tablets

Anen Warfarin Sodium 5 mg Tablets
ﬂyﬂﬁﬁﬁhinﬂi 5mg
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AMANYUYIONTY - Identification ATITHIY
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 80%(Q) in 30 mins
- Uniformity of Dosage Units NI |
- Organic Impurities Not More Than 0.5%
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