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nildnusustorr{1uta{ Amo-ycitl.in 875 mg and Ctavutanic Acid 125 mg Tabtets
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qrua"nnruura rg - ldentification

- fusay

Amoxycittin

Ctavutanic Acid

- Unlformity of Dosage Units

- Dissotution

Test 1

Amoxycittin

Ctavutanic Acid

Test 2

Amoxycittin

Ctavutanic Acid

- Water Content
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(a':do)
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(uru6'nri r 1.J??OrU)

(a{r0).

Amoxycittin 875 mg and Ctavutanic Acid 125 mg Tabtets

Amoxyciltin 875 mg mv Ctavutanic Acid 125 mg

druiuiurl:vvrru

- urriprtadorildl 1u 1 dnrJ:vnourirusYror Amoxycittin Trihydrate tlirrru

rfiuurvirrfu Amoxycittin 875 mg uay Clavutanate Potassium lElrrurfiuurvir

tYu Clavulanic Acid 125 mg ui:aluurltosqiiiul (Atuminium Strip)
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,r :? t i.r'r 1.J

90.0 - 120.0% LA

90.0 - 120.0% LA

o:rodru

Not Less Than 85%(Q) LA in 30 mins

Not Less Than 80%(Q) LA in 30 mins

Not Less Than 85%(Q) LA in 45 mins

Not Less Than 80%(Q) LA in 30 mins

Not More Than 11.0%
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Qfudnufuul,ay{1! - ldentification

- Assay

- Uniformity of Dosage Units

- Dissotution

qrudnurugtoy{rgtas Bisoprotol Fumarate 5 mg Tabl.ets

Bisoprotol Fumarate 5 mg Tabtets

5mg

dT r.riuiurj:cflru

- urriorn6oufidl 1u t uinU:ynol dtodzu Bisoprotot Fumarate 5 mg u::111

nrtuvu::1tloatufl olrYlual
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90.0 - 105.0% LA

f,:?3ri1U

Not Less lhan 80%(Q) in 20 mins
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nnrdnr*ograilrstal Cefixime 100 mg Capsutes

Cefixime 100 mg Capsutes

100 mg
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- Uniformity of Dosage Units

- Dissotution

- Water Content
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Not More Than 12.0%
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qildnufuvloy{1una.: Cisatracurium 5 mg/ml. in 30 ml. hjection
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Cisatracurium 5 my'mL in 30 m[ Injection

5 mg/mt in 30 mL

a'lu:lJoff r,,u'[aura0nn1
,t- alraualu!:lfinrnrtola hild ilduadoleiou uSorua-olonriiur lu 1 mL

d:cno!tirutTrur Cisatracurium Besytate Glrrurfi uurvirfru Cisatracurium
a.

5 mg !:l1tun1!'l]yu'raflu:')na1ntt0 u0inuuar
- ,/ v -ae a -- oaln t0tanal:fl1n!u1:uut0a1!fuvr1.!u'r, ?u10, 20tt, la1r ao,,Jur.ttio
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- ?uvlro0lti?0nu1 a{rJ0un0n uJ1.lou n2'r 6 t9l0u ulJt'}niua{!0t

- ldentification

- fusay

-pH

- Steritity

- Bacterial Endotoxins

- Particutate Matter

- lmpurity

- Cis-Quaternary Acid

- (RlLaudanosine

- CisQuaternary Alcoho[

- Cis-Monoacrytate

- Any lndividual Unspecified

Degradation Product

- Total Degradation Products

(urBarLtro lu6o.io 11)

n:1nBi't!

90.0 - 110.0% LA

3.0 - 3.8

n:?aii1u

Not More Than 8.17 EUlmg

9l5?n'.t1u

Not More Than

Not More Than

Not More Than

Not More Than

Not More Than

4.3%

4.0%

s.0%

2.5%

0.2Yo

(a{t0)

(ait0)
?9lru)

Not More Than 14.4%
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QEufi'nufultau1lta{ Cycl.ophosphamide lOOO mg for hiection

Cyclophosphamide 1000 mg for lnjection

1000 mg

druiu6ordruro,laondanei'r

1JU1nvt0r 0.i n 1:

Qual116ri,lht

?ua"nuruvtoyrtv

- anulJ:rrornr{o 1u 1 t'ln !:vnou6'ra Cyctophosphamide 1000 mg
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-4- ?uvltJoolqtlo.iu1 6n1]o'tJ00.tluuoun?1 6 r00u uuelniua{lou

- ldentification

- Assay

- Uniformity of Dosage Units

-pH

- BacteriaL Endotoxins

- Sterility

- Constituted Sotution
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(a.:do).....................

(urcarrria6nr olrurJ:v raig)
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90.0 - 110.0% LA

n:rnairtl

3.0 - 9.0

Not More Than 0.20 EUlmg
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n:lrn1t
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qnidnnruvtoutgtol Ferric Hydroxide Sucrose CompLex 100 mg in 5 ml,

lnjection
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FIUa'nufUVtofllV

Fenic Hydroxide Sucrose Comptex 100 mg in 5 mL lnjection

100 mg in 5 mL

611r:Ut!U0t?',1y1'1,!ua00taoo0t1

. I -Z- alrayalu :1fln1ntioad'ln1a 'tu 1 ilaoo (5 ml) rJ:vnaud.lueYtul Ferric

Hydroxide Sucrose Comptex rJilrrutfietutyir Etementat tron 100 mg
a-l

u::1 luttltuuulonu:1fi nlnt!0tuoun?
- I u -dr e .i -- 0a1nu:0r0na15n'rnuu1rrqt0a1!fuyl1{u'}, 1,u1rl, idti, tall?uidr" auilds'

'I,,1:0?uvuf, 0'rtl !210[nu
UI

- ?u14!n0'rut0{u1 a{ll0u910i uluounll 6 tnau u!n1niu6.llJ0u

- ldentification

- lron

- Sucrose

- Motecu[ar Weight Determination

- Assay

- lron

- Sucrose

-pH

- Chtoride

- Bacterial Endotoxins

- Specific Gravity

- ALkatinity

- Osmotarity

- Low-Motecutar Weight FE (tl) and Fe (ttt)

Comptex

- Turbidity

- Particutate Matter

- Limit of lron (ll)

4.4 - 5.3

q:?nr,i1u

Not More Than 0.4% w/v

(a{10) !:vErun::rnr:
(uruauuo ua6o,:or1)

(ado) n::1ln15

(urudnd rr1?{iifld)
(awB). n:5!n1t

o:?a 1u

o:?{a'lu

,t:?0H'lu

95.0 - 105.0%LA

260 - 340 mg/ml

10.5 - 11.1

0.012 - 0.025%

Not More Than 3.7 EUlmg

1.135 - 1.165 at 20"

0.5 mt - 0.8 m[ of

0.1 N Hydrochtoric Acid

1,150 - 1,350 mOsmoUL

Absence

(rrlaru-aEnr al{ul:cra;!)
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q anEfuslayllv

q[udflurusroftlwa{ Fol.ic Acid 5 mg Tabl.ets

Fotic Acid 5 mg Tablets

5mg

drraYuiurJ:vuru

- urrio 1u t riq U:vnourirufr'lur Fotic Acid 5 mg u::llunrtuvtnaivr
o r' v --r e a -- 0a1nlt:0r0na1:fi1nuu1:cut0auqJvl1.!u1, 1u1o, ?6t1, l'at a0, ?'lJ ao

uraluv!oa1a t?iol0u
J,

- iuu!n01q?0{u'rLa{!BUna'i Bruoun?'t 6 tR0u uueln?uawot

- ldentification

- Assay

- Dissotution

- Uniformity of Dosage Units

(ariio)

(lruartru tvdoltr1)

(a{t0).

(uruo"nd r u??flu)

(a$io).

(urlar':riad nr olurJ:vraig)

n:?ad1u

90.0 - 115.0% LA

Not Less Than 75%(Q) in 45 mins

n:rodru

:vorun::lnr:

n:5r.ln1l

nl: n1t
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Levetiracetam 100 mg/mt in 5 m[ lnjection

100 mg/mt in 5 m[

a1!!5U14U O tlt',tvl 1{ }ta 0 0 la a on't
. t. .,-,

- a1iavaluutirlaln$o [a uud 1'u 1 mt U:unolti2u Levetiracetam 100 mg

.!
u:11 lunltuuu't0oul1fl n1nlt0

- .a u ,.\4 q l-
- oa1flr5otona1:n1fl!u1:!!{0a1l1qr1rlu1, lulq, ?nt!, Gllr9lan, ?1.lHatl

ura?ult!oo1u [?tfil0Lr
.J,

- iul,tllo01q10.iu1L4.r!0uu0,illluoun?1 6 ln0u uu01n?!anu0u

q6udnurus rov{1v - ldentification

- fusay

-pH

- Sterility

- Bacteriat Endotoxini

- Particutate Matters

- lmpurities

- Levetiracetam Acid Not More Than 0.3%

(2-Pynotidone-N-Butyric Acid uia

(SF2{2Oxopyrrol,idin-1-yt)Butanoic Acid)

- Any lndividual Unspecified Not More Than 0.1%

Degradation Product

- Total lmpurities Not More Than 1.0%

mlun!q

n:oitltiurd'uuuu (originaD biuanlltdng1un1:f,nurvrrm6inlulrlui (CtinicaL triaL) tol
) a v I 3r r,,, .

u'rrrauoru5uurliuuriuu'louuuuvluao!?1fla0flun!uluavl6Hal llylu!nuu191uuuull'l lu4u?ulnn
o / )t o q t)t ./

tiac{tilru alnan'rluBuvl lll [tt0.rlJ:t,lluav9l0.rri']un1:o1r]lnHUll1ll lu?'l:6'l:vl1{n1:llllYlufl!:1ut0

lugru{oXa Pubmed, Scopus, E mbase uio'lr:ar:ddorirlcru:rtirurdail{'l 1uJ:vrfl filfl u

(a{10) !:vgrun::lnr:
(uruartru ru6onrl)

(a{r0) n::rJn1t
(urodnd n1?iiieril)

(n{t0) n::t]n't:

9r:?i!t111

90.0 - 110.0% LA

5.0 - 6.0

n:?0ri'lu

Not More Than 0.175 Eulmg

n:?nil'tu

(ur.:aru"a6nr olru!:cK:I)

Q$6nuruuroil13ta{ Levetiracetam 100 mglmt in 5 mt lniection



t0u't

nzudnr*nrstot{rgtal Recombinant-Human Erythropoietin (Epoetin Atfa)

4.000 Units lrUection

uu10vrflann1l

Recombinant-Human Erythropoietin (Epoetin Atfa) 4,000 Units lnjection

4,000 Units

" - - s.et -
d114:U00rlr't [ni! 214u{unv09rrt'rvra0nta0nnl

. t.
- ar:avarutJ:urrnria lu 1 'nzo tj:cnordru Recombinant-Human

Erythropoietin (Epoetin Atfa) 4,000 Units u::{uartucu16nrJt1fi olnl{o
e ./ v -dr v J -- oalnuiot0na'r:fl'rfluu'r7v\t041llrux'l.iu'.), lju'lo, ?0[t, latvlHan, ?!fl6nv:o

?ulflro0']q t?$fl[au
-.t- rul oa1ulJa.:u'r airlauqonuuoun?1 6 t9tou uualn?ua{l]ou

10 [r

FlrualJ1jfi vt"rlt I

qrufim*fus ron'ru - ldentification

- Assay

- ln Vitro Potency or

Potency lmmunoassay (ELISA)

- ln Vivo Potency (Bioassay)

- Steritity

- Bacteriat Endotoxins

-pH

- Aggregate

(ario) :vorun::lnr:
(uruartru ruf,a.:or !)

0:?0il1u

90.0 - 120.0%

80.0 - 125.0%

n:?rri1u

Not More Than 5.0 EUlmt

6.6 - 7.4

Not More Than 2.0%

(a.riio) fl::!n1:

nt:!n1t(a':6o).

(ur trr"nd rtrrriiinri)

(utaru"ainr olurJ:v raig)



tau'l

ljulo nB!n'i:

1n ln
*.!qq arluerlr2tu

qrufrflro.l! rofl'ru - ldentification

- Assay

- Dissotution

- Uniformity of Dosage Units

(air0)

(u1uarrt'ru tu6o!!11)

(aw0)................

(uru6'nd

(a{10).

(urlarrn-aHnr alru!ruK-:!)

qilfrnuorstavllgto{ Gtimepiride 4 mg Tabtets

Gtimepiride 4 mg Tabtets

4mg

drv:"ui!rJ:cvru

- utin 1u 1 dn U:vnoldru GLimepiride 4 mg u::llunrtuYu::ltoaivr
- / .1!.- - a-

- oa'rnxior0nal:rirduur:vltaarrirglrlur, 1u'ln, i5tt, lataHan, ?1J anv:0
u \eu'luvluo0lq[1tfll.tu

- iuuloorqto.turdd.:loueioilririsufl 'j't 6 t6ou fiuorniudllol

0:?n 1u

90.0 - 110.0% LA

Not Less Than 80%(Q) after 15 mins

o:?ail1u

rl:cgrun::unr:

n::tJ n1:

nt5!n'r:
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qgudnurustol'ttstat Gtucosamine Sul.fate 1.5 g Powcler

Gtucosamine Sutfate 1.5 g Powder

1.5 g

druiuiurJ:curu

- atlor 1u 1 tol tJ:cnoudru Gtucosamine Sutfate Sodium Chtoride rjiurru

tfiurltvir Gtucosamine Sutfate t.S 9 triirinra (Sugar Free) u::1'tuto,r

tnaivr
e .l w -4r, .l -- 0a1nxl0t0na1:n1nuu1:uq!0a1llruyniu1, uJ'rq, 16tr, talxHan, ?uHarl

1,,l10?uu!o01q [?tntau
v,1

- ?u91r001q18{u1yla.!tJ0una{utu8Un?'r 6 rn0u uun'tn?uatllorJ

- ldentification

- Assay

- Uniformity of Dosage Units

,t:?0 1u

90.0 - 110.0% LA

n:24fl'ru

(a{t0).

(uraartru I r:)

(rrat'nri rgm{iirui)

(urrarrn"adnr olutl:vraig)

!:vorun::lnt:

fl5:!n15

n55!n'n

(a{r0)

(a{ta)



qrudnnarutoilr gta I Hydrorychl.oroquine Sul.fate 200 m g Ta bl.ets

t0u1

1lu 10vl9t 0.: n'l:

1[!r
...ir

qtuaru9rvl2 t!

Hydro4ychtoroquine Sutfate 200 mg Tabtets

200 mg

drraiuiurJ:vvrru
e.e

- u1N0 1u 1 tiiet!:cnouelrudrur Hydroxychtoroquine Sul.fate 200 mg

u::s Lun'ttuvunauvr uo{nuua{
./ - .J-

- aa1nutotanal7n1nu0'Dcq?aa'r!ruvr1.r01, ?u?n, ?0t!, ta?raan, ?u&a0r

1,r:0?ufiufl01q t?!nrnu
v)

- ?uulJn01qt0nu'r a{r0un0.i uruoun21 6 ra0u !ut'rn?ua,ua!

RruE"nufurroyrls -ldentification

_ Assay

- Dissolution

- Uniformity of Dosage Units

fl:?na1u

93.0 - 107.0% LA

Not Less Than 70%(Q) in 60 mins

0:?ril'1u

(a.:iio)

(a.rdo)

(ariio)

(uru

(uraaltru n,r6aru t)

:vorun::lnr:

n::lin1:

..nl:1ln'n
(ularrfiadnr olrurJ:vra3g)



qrudnuotlloy{1J{a{ ldarubicin Hydrochtoride 1O mg lnjection

tou't

ltu'10yi0a{n1:

-.1rqfu61]un ? tu

R&a"nufuYl,oyt13

ldarubicin Hydrochtoride 10 mg lnjection

10 mg

a1,t:1roor11$aonta00n'l
. lc -v- a1:ava1u!:1fla'rnri01a Adrlun.i lu 1 uoillvnBud?ofri0r ldarubicin

Hydrochtoride 10 mg r::1'[unrtuuu']6nilt1fi alntdo
o I w -4v .l-

- aa1nfi:0l0na1:nlnualtJU?0a1rJtu141.lu1, ?u1n, ?Dl?, ra?rrJao, ?uHan

vtoluvl.roo'tu tltoI0lJ
.J,

- iul4lJoo',lu,ua.:u1yla.i!a!00.tt,lltlaun'l'l 6 l9r0u uu0'lnlua{lj01J

- ldentification

- Assay

-pH

- Steritity

- BaderiaI Endotoxins

- Extractabte votume

- Particulate Matter

- Cl.arity of Sotution

B:?iallu

90.0 - 110.0% LA

3.0 - 4.0

0:?ail1u

Not More Than 8.9 EUlmg
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qnrdnr*rugtovttg?as lsophane lnsutin Human Suspension r00 lUh[
in 10 m[ lnjection

t0u'l

lU10vtfionn't:

?ntr
*.!r,

qfuaruervl? tu

R anu 3t0711v

lsophane lnsutin Human Suspension 100 lUlmt in 10 m[ lnjection

100 lUlmt in 10 m[

fl 114lUOntr'',] ln&J?xu.r

. t"
- a1:g1j?unvnourJ:rnornrio lu 1 mt rj:vnoudru Isophane lnsutin Human

tiorirds$:rsddrufltsu'ulfll: Recombinant DNA 100 qir u:'i1lunrtu:
I

u'ta0u:1fia1n[ro

- .l ! -d., a -- 0a'tnu:oL0na'r:n1n!u1:c!t0allJfuyn{u1, tu19t, ?tilt, rat?iRdgt, a1.l 3i9l

11:0?UvErO0',tu llrnreu
.J,

- 2U14In01qtAiU1yrA.!lJ0u9r0.rlllu0Un?1 6 toou lluQ1n,,ua{!0u

- ldentification

- fusay

-pH

- Zinc Total

- Steril.ity

- Bacterial Endotoxins

- lnsutin in The Supernatant

- High Motecutar Weight Proteins

n:?$i1l.i

95.0 - 105.0% LA

7.0 - 7.5

0.021 - 0.04 mg/100 lU

ntln9i'lu

Not More Than 80 lul100 lU

Not More Than 1.0%

Not More Than 3.0%

x!1utl,tE

n:oThtjurduuuu (originat) biuao{ a-nt1un1:intsrfiuan.r'jtfluarinrYrurifiirj:vivr6nalu

n'uinuluaun?luUaoon"urfiurryirrYuurfruuuu au,r:nl{uyutiutri (tnterchangeabiLity Study) uio

nnal:duan{dltflu Biosimil.ar o'nJ EMA Guidetine ilio US FDA
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1ru'ror00{n1:

-i'!Qfua!!9ryrl tl.l

R{UanufUst0?i'rs

qflJ#nufu Jtoy{1!to{ Lactul.ose Sotution 1 OO m L

Lactulose Sotution 1@ ml'

100 mL

drviuiutJ:vuru
iq

- a1:ava1u[a drua0.it]{dtlrd0i00nu1016 tu 1 lj?o u:vnouo?un?u'l

Lactutose 66.7 g u::11unr{uutnaivr
U 'I 'J'- oalnrr0lona'l:n'rRuu'r:3qt0a1rglJvl'1{u1, 'tjulfl, ?Ett, talJ ila9, ?uHao

l'E01U1,$rO01U [2tOIoU
J,

- iu1rroo1ut0.!u1fr a.:ua!sr0tLlru0un?1 6 tgl0u uu01n?ua{!0u

- ldentification

- Assay

- TotaI Aerobic Microbiat Count

- Escherichio coli

-pH

- Organic lmpurities

- Tagatose

- Fructose

- Gatactose

- Epitactose

- Lactose

o:?ari'tu

90.0 - 110.0% LA

Not More Than 100 cfu,zmL

Absence/mI

2.5 - 6.5

Not More Than 3.0%

Not More Than 1.0%

Not More Than 16.0%

Not More Than 8.0%

Not More Than 12.0%
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qsudnurultonlsta{ Norepinephrine I mg/mt in 4 ml, hjection

t0u't

'r6 Lt

11u10 vlfl a 'i n 1l

qrualrffir,r'rlrl

Rrua'nuruvrourv

Norepinephrine 1 mg/ml. in 4 m[ lnjection

1 mg/m[ in 4 mt

all!:UlrUOyt1{Ua00ra0001

- ar:acara'lalriifl tu t mt rJ:cnoueirun'rur Norepinephrine t mg u::11,u
!-

nrtuvurdqil:rnn'r nttomvtorriuua.r
s ) u -iy .,1 -- qa1flI1otofla1:fl1nuulrilJo61xfur'\nu1, ru1o, 1Ett, ratrHao, a1L{aet

14:0?U1ltln0',rq [?!fl ta!
gJ

- 21JXXOO',rtiti0{U1 atrJ0lJO0{ u'iUAUn?',',t 6 rnou uurln?ua.:!0u

- ldentification

- Assay

-pH

- Particutate Matter

- Steritity

- BacteriaI Endotoxins

q:?a,l1t.l

90.0 - 115.0% LA

3.0 - 4.5

n:?ari']u

n:?ndlu

Not More Than 83.4 EUlmg of

Noreplnephrine
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-J'rQfuaMvr?tll

qruanufu!rav{1!
A1

ruuuro

'1:AtUUUnU{a

- Identification

- Assay

- Paracetamol

- Orphenadrlne Citrate

- Dissotution

- Paracetamol

- Orphenadrine Citrate

- Uniformity of Dosage Units

- ldentification

- Assay

- Paracetamol

- Orphenadrine Citrate

- Disintegration

- Uniformity of Dosage Units

qrufinr*guvtotrltor Paracetamol, 450 mg and

Orphenadrine Citrate 35 mg Capsutes/Tabtets

Paracetamot 450 mg and Orphenadrine Citrate 35 mg Capsutes/Tablets

Paracetamol 450 mg and Orphenadrine Citrate 35 mg

druiuiurl:vuru

- urulnviourunUla 1u t rirrZunrJna il:unoud?u Paracetamol 450 mg uav

Orphenadrine Citrate 35 mg ur:1llrurJ.t0naiil
u .1 v -4e i -- aa1nu50r0nf,1:fl']f]uu'r:eut0a1:JtlJvr1su1, lju1n, ?5 !t, ral$flan, ?u(aovl0

1U !Oa1U !?tOLtU
J,

- lUv:Jno',tUnO.:UlvlanlJaUOOnuJUAUn2',l 6 LOOU UUn',ln'lu6{lJ0u

(adio) {r il:sorun::!n'r:
(utoaltro rra6aror :)

(a.:sa).

q:?n 1u

90.0 - 110.0% LA

93.0 - 107.0% LA

Not More Than 80%(Q) in 30 mins

Not More Than 75%(Q) in 45 mins

0:?nri1u

qr:?a 1u

90.0 - 110.0% LA

93.0 - 107.0% LA

Not More Than 15 mins

o:?ori11l

n::!n1:

n::lrn'r:(a{t0)
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(urrar':n"a6nr oluthvraig)
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1ru10vl910{n1:

?5 Lr

-.irQrua!uovr2tu

Erua'n$ruulon1u - ldentification

- Assay

- Dissotution

Test 1

via Test 2

- Uniformity of Dosage Units

- Organic lmpurities

lndividuat Degradation Product

Totat Degradation Products

(a{r0) {/ rl:vmun::unr:

(ado).

(urualp rTF'arorl)

qoJdnufu3lov{1lt o{ Sertral.ine 50 mg Tabtets

Sertratine 50 mg TabLets

50 mg

drviuiurJ:vnru

- urrin 1u 1 riorl:vnoudT u Sertraline Hydrochtoride Glrrutfiuurvir

Sertratine 50 mg u::11luar.:iloaivr
- I u .4t q 4-

- o61nv50!0fl611fl 1NU1:u\to6"llrtuwlnu1, tu1a, 1011, latj'nflae, ')ullarlrl0

?uvllJo0']tlL?tornu

-J- iuu!9r0'ltl10.tu'tvta{!0ust0.iEluoun?'l 6 toau 1.lu01n?ua{!olJ

utlaal'r1l

90.0 - 110.0% LA

Not Less Than 80%(Q) in 30 mins

Not Less Than 80%(Q) in 45 mins

sl:?oli1u

Not More Than 0.2%

Not More Than 2.0%
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(urao'nd r u??flu)
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t0u1

1JU'lnvtq0!n1:

10 tt
-.ihqrua!unvl? [u

qtuanEfuv[0r11!

n 
gua'nufug roy{ r gtal Simvastatin 40 m g Ta bl.ets

Simvastatin 40 mg Tablets

40 mg

d'rviuiurj:Yvrru

- uruio 1u t dn il:cnaudru Simvastatin 40 mg u::fluualilnaivt
- .. u -{, .l-

- oa'ln :0r0na1:n1fi1lu1:vqi0aTJfull1{u'1, lJu1fl, ?0t!, ta{v ao, 2uHan

vr5o11iutqo1q t1.do$1r

-)- rultlq01qtB.ru'rvla{u0r..rn0.lluuoun2'l 6 l00u uu0'ln?u6{lJ01j

- ldentification n:rodru

- tusay 90.0 - 110.0% LA

- Dissotution Not Less Than 75%(Q) in 30 mins

- Uniformity of Dosage Units n:roiiru

- Organic lmpurities

- Tenivastatin Not More Than 1.0%

- lndividual Unspecified lmpurity Not More Than 0.5%

- Total lmpurities Not More Than 2.0%
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qsufinr*rugtoxr;tol Tramadot HydrochLoride 50 mg Capsul.es

t0u'l

15 Lt

1'U',tnylgra.in1t

qruartGrihhi

Qrudnuzuvranrv

Tramadol Hydrochtoride 50 mg Capsutes

50 mg

dl.ririurJ:cmu

- urunrJga 1u t unrJna il:cnoudru Tramadol Hydrochtoride 50 mg

1J::l tUUSr{U0AUvl

o I v -av ) -- oalnrtot8n6'l'tn'rn!u1:Jw0a'trfur'rnu1, ltu'r91, ?EI!, talyrHao, ?'lJrian

1,r:0?1rvllJ910'rtl t?!o tiu
U)

- ?u1r!o81qr0.!ul?ia.!!0rJ00!uru0un?'r 6 rqau uualn?ua.i!0u

- ldentification

- Assay

- Uniformity of Dosage Units

- Tramadot lmpurity A

- Any Other Secondary Peak

- Sum of Any Secondary Peak

(a{r0).. !:sorun::!nr:
(u

(ado)... n:5!fl1:
(uruo"nd rrrliiiruri)

n:?nfl1u

95.0 - 105.0% LA

fl:?nri'ru

Not More Than 0.3%

Not More Than 0.2%

Not More Than 1.0%
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1tu't oyt 9t 0.: n 1l

Qrualri6rtrlil

qrudnuruYronrv

qilfrnuilgrofirgtar Senna 400 - 450 mg Capsutes

Senna 400 - 450 mg Capsutes

400 - 450 mg

dt,liuiurJ:suru

- urunrJla 1u 1 unrJp rJ:vnouei':u nlurluuioilnlvtuutn:rurYutflu

4oo - 450 mg u::{unrtlvtlnaivt
v J w -.a v ) -- oBlnuioton6l:fl'\nug1:3w0aTrru$1{u1, 1lu19l,'16l!, Latl Hao, luaan

uaJ?ulr!oa1u i?tot{u
'J'- irivrxnolqto{u1ria{!0u910'ruruoun?''l 6 tfi0u u!01n?uawau

- Description uio Appearance n:2sri11l

- Uniformity of Weight o:?oti'lu

r,lio Range of Mean Weight

- Disintegration Not More Than 30 mins

- MicrobiaL Limits n:rnrir!
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