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1000 mg in 20 m[

a1l/l:U0trtt'lyl')!u600$0nq't

, I ..,--
- fll:ara'ruU:1i$rnris laLiiif, 1u 1 t?n U:cnsudru#rut FtuorouraciI

1000 mg u::llun'Huvur:1ur6arJ:rnornrdo rJorrYuual

- 4 w --e .l -- aalnu:0t0nf,'rtn'rnuu1lv\i041!fur1ru1, lr!1n, ?Ett, tn1fl nn, ?uH6n

l,t:02ul.t!n0'rq [1xr] rsu

e J ' Y t ,Y
- iuulloo1q10{ru'ura{rl0un0qtIlJ0un?1 6 ttr0u uu01fn!fl{llou

- ldentification n:?nil1!

- tusay 90.0 - 110.0% LA

- pH 8.6 - 9.4

- Steril.ity el:'ladlu

- Bacterial Endotoxins Not More Than 0.33 EU/mg

- Particu[ate Matter n:?nriu.

- Votume in Container Not Less Than 20 m[
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Atfacatcidol 0.25 mc3 Capsutes

0.25 mcg
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qrudnuru3roillu?s{ Atorvastatin 80 mg TabLets

Atorvastatin 80 mg Tabtets

80 mg
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1. ldentification 911?0fi1U

2. Assay 94.5 - 105.0% LA

3. Dissolution

(Test 1 vie 2 r4io 3
t-

s]ltmun'u!urvtuuu)

Test 1: Not Less Than 80%(Q) in 15 mins

Test 2: Not Less Than 85%(Q) in 30 mins

Test 3: Not Less Than 80%(Q) in 30 mins

4. Uniformity of

Dosage Units

n l1sti'r1.1

5. lmpurities

- Oraganic lmpurities

5.1 Atorvastatin pyrrotidone anatos: NMT 0.5%

5.2 Atorvastatin retated compound H: NMT 1.0%

5.3 Atoruastatin epoxy pyrrotooxazin 6-hydroxy anatog: NMT 0'5%

5.4 Atorvastatin epoxy pyrrotooxazin 7-hydroxy anatog: NMT 0.5%

(if present) .

5.5 AtoNastatin epoxy THF anaiog: NMT 0.25%

5.6 Atorvastatin retated compound D: NMT 0.35% or 0.5% if

Atorvastatin epo4y THF anatog is integrated together

5.7 Any other unspecified degradation product: NMT 0'2%

5.8 Totat degradation products: NMT 4.0%

(rrafiio udrqr::ruv) (u'rufiu: dladuri) (ursrrriaf, nr olru!:! tai!)
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1. ldentification lnfrared Absorption

Catcium

2. Assay 98.0 - 102.0% LA

3. Heavy Metats uio Etemental

lmpurities

NMT 20 ppm
,)t

n:?!x1u01ltvltJu?1utu uu

4. Organic impurities

4.1 Procedure 1 (Crystattine)

Procedure 1 ltio Procedure 2 
. 
o:lorrtnr:iuilctfiuu

4.1.1 Atorvastatin related compound A NMT 0.3%

4.1.2 Atorvastatin retated compound B: NMT 0.3%

4.1.3 Atorvastatin retated compound C: NMT 0.3%

4.1.4 Atoruastatin retated compound D: NMT 0.2%

4.1.5 Any other individuat impurity : NMT 0.1%

4.2 Procedure 2

(Amorphous)

4.2.1 Atorvastatin diamino: NMT 0.15%

4.2.2 Atorvastatin retated compound A: NMT 0.3%

4.2.3 Atorvastatin retated compound B: NMT 0.3%

4.2.4 Atorvastatin retated compound C: NMT 0.3% (if present)

4.2.5 Atorvastatin 3deoxyhept-2-enoic acid: NMT 0.1%

4.2.6 Atorvastatin related compound H: NMT 0.15%

4.2.7 Atorvastatin epo{y tetrahydrofuran anatog: NMT 0.15%

4.2.8 Atorvastatin ethyt ester: NMT 0.15%

4.2.9 Atorvastatin related compound D: NMT 0.15%

4.2.10 Atorvastatin retated compound l: NMT 0.15%

4.2.11 Any other individual impurity: NMT 0.1%

5. Totat lmpurities

(Procedure 1,2)

NMT 1,0%

6.Enantiomeric purity NMT 0.3%of atorvastatin retated compound E

7. Water Determination 3.5-5.596 for the.trihydrate form

NMT 6.0% if tabeted as amorphous or as semicrystattine

NMT 1.0% if labeted as a propytene gtycol sotvate

8. Content of Propytene Glycot

(lf label.ed)

5.4%-7.3%
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Cytarabine 2 g in 20 mt lnjection

2gin20ml
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Not More Than 0.07 EU,/mg
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- Assay

- Steritity Test .

- Bacteriat.Endotoxins

-pH

- Particutate Matter
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- Uniformity of Dosage Units
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95.0 - 105.0% LA

Not Less Than 80%

in 30 minutes

nflasi'lr.l

(a.:r0)

(ardo).

(ururiln: d.:ariuri)

(urlar:riad nr apJ:v raig)

n::!n1:I



tou'r

_itrll]

qrun'nrsfustoilr;tal LenaLidomide 1 0 m g Capsu [es

.IU 10Vt9l U,! n 1:

Lenalidomide 10 mg Capsutes

10 mg
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nfudnuillrolt1ufl a{ Pactita-el. 3OO mg lruection

Pactitaxet 300 mg lnjection

300 my'mn

lV infusion

- a1:au61u :lnarnrdslalriifiraiofr ru6oreioulu 1 un!:un0ud?uo-2rr'r

drdry PacLitaxeL 300 mg u::llunrtuvarinU:raornrdovriol set
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- ldentification

, Assay

- Steril,ity Test

- Bacteriat Endotoxins

-pH

- Limit of degradation product

a. Baccatin lll

b. Ethy[ Ester side chain

c. 10-Deacetyt PactitaxeI

d. 10-Deacetyt-7-Epipacl.itaxeL

e, 7-EpipactitaxeI

f. Any other Pactitaxel

degradation product

g. TotaL Paclitaxel degradation

produd

(ni!0) N

n:?ad1r

90.0 - 110.0% LA

n:?nd'tu

Not more than 0.67

EU/mg of Pactitaxet

3.0 - 7.0

NMT 0.80% Mw

NMT 0.40% w/w

NMT 0.80% w/w

NMT 0.50% Mw

NMT 0.60% w/w

NMT 0.10% w/w

NMT 2.0% w/w
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qrun'nr*rugtourvta{ Warfarin Sodium 3 mg Tabl,ets

Warfarin Sodium.3 mg Tablets

3mg
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- ldentification

- fusay

- Dissotution

- Uniformity of Dosage Units

- Organic lmpurities

9r:? natl!

95.0 - 105.0% LA

Not Less Than 80%(Q) in 30 mins

n:?Bri'tu

Not More Than 0.5%
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iu!rcururGuurfiuurYuurduuuu (original,) 0inanT Uududiflritowifvr rarnrirlnouidn{arinfro.r

rirnr:inuriralXal#otjrqndo.rnrudn GCP uaurio.rrJfruhnrrfioqirunr:iu:al GLP vio t50/ IEC

17205

2. lunr:duiol %LA to.luludau Lot. lcaio.ilriunnqir.!fiufiu 5%
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qnra'nr*fu;lotr'lst 0{ Warfarin Sodium 5 mg Tahl.ets

Warfarin Sodium 5 mg Tablets

5mg
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- Oissotution Not Less Than 80%(Q) in 30 mins
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- Organic lmpurities Not More Than 0.5%
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