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Pitavastatin Calcium 2 mg Tablets

2mg
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- DissoLution

- Re[ated Substances

Any IndividuaL Substance

TotaI Substances

' Uniformity of Dosage Units
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95.0 - 105.0%o LA

Pitavastatin CaLcium

Not Less Than 850/o LA after 15 mins

Not l,4ore Than 0.170

Not More Than 1.5%
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250 mcg/dose Accuhater

Salmeterol 50 mcg and Fluticasone Propionate 250 mcg/dose Accuhaler

Salmeterol 50 mcg uav Fluticasone Propionate 250 mcg/dose

riruru 60 dose riou'ro
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- ulrJ{Gil14i!f,o1iu rl:vnolriruF]''lu1 SalmeteroL Xinafoate r-li rrurfiulrvir

rYrr Salmeterol 50 mcg uav Fluticasone Propionate 250 mcg/dose
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- Assay (per dose)

- SalmeteroI

- FLutlcasone Propionate

- Content Uniformity of Delivered Dose

- SaImeterot

- Fluticasone Propionate

- Fine Partlcte Mass

- SatmeteroI

- Fluticasone Propionate
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92.5 - 107 .5o/o Label claim
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Not Less Than 5.0 mcg/dose
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1J0U1 Sodium VaIproate 500 mg Sustained-Re[ease Tablets

500 mg
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qfu#fl ufusla?r']ut a.: CycLoserine 250 m g Capsu les

Cycloserine 250 mg Capsules

250 mg
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- Assay
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- Uniformity of Dosage Units

- Loss on drying
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90.0 - 120.070 LA

Not Less Than 8070(0) in 30 minutes
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qru#nufuv tail1uljo{ Cycl.osporine 1 OO m g Capsu Les

Cyclosporine 100 mg Capsules

100 mg
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lflu Capsule contain Liquid

- ldentiflcation

- Assay

- DissoLution

raioutJu Capsule contain powder

- ldentification

- Assay

- Dissolution

- Water Determination
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90.0 - 110.00/o LA

ALL of the capsules tests rupture

in not more than 15 minutes
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90.0 - 110.00/6 LA

Not Less Than 8070(Q) in 90 mins

Not More Than 3.50,6
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Recombinant Human Coagulation Factor Vlll 500 lU for Injection

500 ru

6'tv 51J 0 fr t1J T ua 0 0r ta 0 919r1

I
- zururtl:rnornrfio 1t'lo rl:vnold?u Recombinant Human Coagulation

Factor Vlll 500 lU u::qlunr{uverlAo!t16o1nu6o vrioln-'llirnvalu SteriLe

water for injection 2 mL mvqln:njdryilrualor
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rl ru a-n uruv ta fl r g - Potency

- Specific Activity

- SolubiLity

- Molsture

- SteriLity

-pH

- Total Protein

- BacteriaI Endotoxins

- Protein Aggregates
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400 - 600 lUlvial

4,000 - 10,000 lUlmg Protein

< 1 minute

< !.00k

ar?or.i1u

6.t - t.5

> 40 pglvial

< 1.0 EUr'm[

(Reconstituted Product)

< l.0o/o
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Ferric Hydroxide Sucrose Complex 100 mg in 5 m[ Injection

100 mg in 5 mt

611451J14UOtljlvt',t{ AOOtA009r',]

. a -z- 6"liasa'rurjllrlolnlfioedln1a 1 yaon (5 mL) tj:snolritud'ru1 Ferric

Hydroxide Sucrose Comptex rlSlrrurfrolryir Elemental lron 100 mg

,i
u::a Lunlt!ru'ta0U:T6o'rntt0 tufrtrfl'l

. J J.
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v5a1uu!oa1f r L1?toL{ru
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- ldentiflcation

- lron

- Sucrose

- MoLecuLar weight determination

- Assay

- lron

- Sucrose

-pH

- Chtoride

- BacteriaL Endotoxins

- Specific gravity

- ALkalinity

- OsmoLarity

- Low-motecular weight FE(ll) and Fe (lll)

compLexs

- Turbidity

- Particulate Matter

- Limit of iron (ll)

4.4 - 5.3

nrlorilu

Not More Than 0.4% w/v

(a.r10) 1l:uiiunS:!n1:

(urufrfro uri'lqa::ruv)

(a{r0).. .........n:5 n15

(1_.l1tltdn:0{a1,]!11)

n55 n15

n5'tafl1u

fl t't0 21l.J

a:?n lu

95.0 - 105.0 %LA

260 - 340 mg/m[

10.5 - 11.1

0.0t2% - 0.025%

Not More Than 3.7 EU,/mg

1.135 - 1.165 at 20"

0.5 ml - 0.8 ml of

0.1 N Hydrochloric acid

1,150 - 1,350 mOsmot/L

Absence

M

(uramriad nr oqtulrs tai5)

qrudnuruvtovltutot Ferric Hydroxide Sucrose Comptex 100 mg in 5 m[ lnjection
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ldarubicin Hydrochloride 10 mg Injection

10 mg

a1u5!ao tfllyaoo ra 0qn't
i q oo- al5AUA1UU:lflA1nLt0 La AailUO.i LU 1 1Jl0 LJ5ynO!O?Ugt-?t,t ldarubicin

Hydrochloride 1O mg !ito'lunlfluyuldolilnalnr{o
- tr - -alr , J -- 0a1nu:o10 na'Dfl1n!u't:cul,0fi'trJ[uy]1,:u't, 1ulfi, i6Lt, raflrr,Jaa, iuzuan

vioiuuloorul{r-nro!
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- iufi oor0rolrrrfi d,:uolciorlilrioun'i1 6 ldou fliorniud.llor
- ldentiflcation

-pH

- SteriLity

- BacteriaI Endotoxins

- Extractabte volume

- Particutate matter

- Clarity of solution

."i
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LIA

(u1ufl ua rrn'rq'r:5fus)

(a{10)

tlllii||tfiilniltlll

e

915?Or.i1U

90.0 - 110.0% LA

3.0 - 4.0

n5?nr,i1l.J

Not more than 8.9 EUlmg
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n:?1,'i1u

CLear
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qnrfinuruvtaltrvtal Risedronate Sodium 150 mg Tabtets

Risedronate Sodlum 150 mg Tablets

150 mg

drr,lYrirr.l:vyrT u

- urfiorndolildu 'lu t rfinrl:vnordru Risedronate Sodium 150 mg

!itotunlxuvtioafr yr (wel.I ctosed container)
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- ldentification

- Assay

- Dissotution

- Uniformity of Dosage Units

0/

et51n r.ilu

90.0 - 110.0% LA

Not Less Than 750lo(Q) in 45 mins
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elrua'nurustantvtat Rivaroxa ban 1 5 m g Tabtets

Rivaroxaban 15 mg Tablets

15 mg

drvililrJ:vlrl
- urulioundor:iltiu 1u t rfiorJ:vnoldla Rivaroxaban 15 mg u::ltunrtuv

iJoaf,vr

- 4 J-
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- ldentification

- Uniformity of Dosage Units

- Assay

- DissoIution

- Sum of ALI Degradation Products

9E1oi.i1U

05?ar.i1!

95.0 - 105.0 %o LA

Not Less Than 850/o LA

after 30 mins

Not [,4ore Than 0.5 o/o
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