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l1J :0.1 fi.l ? LJ y [a u o:'t F] 1 )

- a) a, e" ,4. nttuvttlJuu'tyru' fl '1i1fl 911{!:yLytFl tJtJanfit0.i

q. t 1! ou rx I nlvilitai o a1 rqitnh : rr o'r 6u I o-n i
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8. I:tNurlraosfinr:frln:'loiln:rs#ua'rornfinr:n:?o;!u1ud1 lnulidrdouflufri!fioro!rirl.frsjrudldu! n--
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(ait0) r.l:sorun::lnrt

(urofrf,o r"uflrq1516UU)

(a{t0).... .... n::! n1:

(urol-{n: afl!vi)

(a{fl0)....... ......nt5 fl15

(uramriafi nr ortu!is tain)
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Acyclovlr 250 mg for lnjection

250 mg

druir v u o rdrua oo rd ooer"r

,t
- r.r{u'r!rrnorn[80frtmfi.:rfi olrrrro{ Acyctovir Sodium rJilrruufi ulryir

Acyctovir 250 m g l::o-tunrtuvorfi or:roornrdo fl olrYlrual
- tr J-- QAlny:ot0na'nn1fl !u1:u!10a1t]ruyl't{u1, ltu1o, 10l,E, talrzuao, ru eia

y5 0?l-J14tJ O0 1U L?tO tn U

-)- ?uvuoo1u1J0.tu'rya{l.J0! rl0{ L}.Juoun11 6 to0u 1r!01niuai}]o1J

Q AnUrUsralllv

14r] 1U [14E

n:ritl'lrjurfrr.rurl (originat) lfiuaorua-nsrunr:6n:srvlrrFr6finturqud (CtinicaL tria|.) $o.i
! ,d v A -A )

ulvta!0tljlulJ tl1u!nL u19ruLtlJ1.ry [af].i11r.raon fl'.l1J5ua115tJa tyn tyru].tn!L'ts\lJtLlJ1J01nan1!u0uyl

hiltirortirivuracd'orl.rrunr:6firdro.reuyri'[urr:ar:lrrtnr:unyridfir1ufiotuf,1udoila Pubmed,

Scopus, Embase raiol:ar:dd'olirlouiltivura-uri1.i 1 luu:vrvralvru

A ......r.J:votln::lnt:

(u'ru ua Lrn'rq?55ruv)

(a{t0.) n:51] n15

(urul-rn: oiariuil)

- ldentification

- Assay

- SteriLity

- Uniformity of Dosage Units

- BacteriaI Endotoxins

-pH

- Water

- Particulate Matter

er5?or.i''ru

90.0 - 110.0 %LA

6:',tar.i1u

9t5?rr.i1u

Not More Than 0.174 EU/mg

tt.o - 72.5

Not More Than 5.50lo

n:'tor.i1u

I

(a{t0) a .......nTt n'r5

(urarrfinFnr oirul5urai5)

(ai{0)..,
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qruarffifr'rtrl

qfl:a-nHruv ravrtv

qru#nuuvraynvtottarboplatin 450 mg in 45 ml. lnjection

Carboplatin 450 mg in 45 mI lnjection

450 mg in 45 ml.

QUdv4oa'lu:!aq ttlua0n La00a1

- a1:aualuil:rnornrda'Lu 1 rrn il:vnoudra Carboplatin 450 mg u::1

lunrtucu rdorJ:r no r n rdo ura vfl or riuua.r
4 o - d u qdty J -- aalnu:o [0 n41:n1 nu u't:vut0a1]Jfuyt't{ u1, uu1ft, i6 Lt, taclytzua-m, iuzua n

d u \v,i
14 :o',t u14ilq 0 1 u L'r 1J 9t L0ut

9- - i, y \ te t - d v v- ?u14lJoo',r u1,0{ u lyta{:J 0u n0{ ltJuo u n?l 6 t0l0u uua lnTuarlo!I

- ldentification

- Assay

- Sterillty

- Bacteriat Endotoxins

-pH

- Particu[ate A/atter

- Extractable Volume

- Sea[ lntegrity Test

- Purity

- 1, 1-Cyc[obutanedicarboxylic Acid

- TotaI lmpurities

rl:xailru

90.0 - 105.00/o LA

rl:xnr.i'ru

Not More Than 0.54

EUlmg of Carboplatin

5.0 - 7.0

sl5?0il1u

r):?eil1u

rl:?aillu

Not lvlore Than 1.0%o

Not More Than 0.50lo

(ardo).

.J
(a{r0).

hd

(urafifir uuirqr::ruv)

il:vorun::rnr:

................n::iln1:

(urufiin: drariul4')

.J(a{r0) o ......n::1Jn1:

(uxarr:Tafi nr olrur.J :v raig)
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rrrua:rffiri'rtrl
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qrua-nuzuvrantv

lnjection 5,000 Units

Recom bi na nt-H uma n Eryth ropoietin (Epoeti n A[fa) I njection

5,000 Unit
9 u 4 v q uY' a u d < oa'lu:u afl tt't Lrlljur,l?14u{ Lra u Qqua 0n ta 00fI1

- ffl:aualuil:tgotnrdo'[u 1 ilaoo il:vnoud'ru Recombinant-Human

Erythropoietin (Epoetin Al.fa) 5,000 Unit I::1luyaona1d0il:',oo',n,d,

tfro Prefill.ed sy{nge
4 o - 4 u ad)e j 

-- aatny:oL0na1:fl'tn!u't:v1Jt0a1l.tryu1{u1, tju'191, ?5LtJ, Laflylr,lan, Tuatnn
d u \vu

14:0',1u141Jfl A 1 U LllJO LoU
I

v i,
- r uyr.J 0 o 1 u lJ o{ u'ryl?i {}.t o u d'orhirio u n'i r 6 r6ou riu o r niu;{.::r ouI

- ldentiflcation

- Activity

- Sterility

- Bacterial Endotoxins

-pH

- Osmotatity

n:?0il'ru

80.0 - 125.0o/o of the labeled activity

rl:?ar.i1u

Not More Than 2.5 EUlml.

6.6-7.2

225 * 275 mOsm/kg

vil'tut14E
dq o I v , .,av e. ^n:nl1l [dar6'uuu! (original) triruaorva-ntrunr:finrcrfiuao'i'jrr,fluzufisrnirus{fifiil:vf,ilBzualu

n1:inulLLaun?1ililaoofiarfiulrviru1fr'uttuu a1il1:a"[{ttvrurYu16'(tnterchangeability Study) r,t6o

J'd,-
tonal:frtuaavirttju Biosimiiar rr1]J EMA Guidetine raio US FDA

,J(a{t0) N/' l:vorun::rnr:
(urafif,o urirqr::ruv)

(ardo).......... .n::iln'r:

(urafiin: oiariud)

,J
(a'rr0). .n::iln'r;

(utarrflaa nr opJ:v raig)

qru#nuruvtaurvtat Recombinant-Human EMhropoietin (Epoetin Atfa\

e
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qrua:r116y%l1

qfudnufuyro ly

q6uil'nuruv[4il1v{a{ Methotrexate 2.5 mg TabLets

Methotrexate 2.5 mg Tablets

2.5 mg

rirraiuiur.J:vynu

- uldo '[u 1 do r]:ynolriru Methotrexate 2.5 mg l::11uuzu.iu1tJq6f,yt

uavrJolfruua.l
U J !.- QAln :0L0fla1in1n!u'r:cut0a1 ru 1.iu1, tju10, ?511, Larytilan, iu an

14:0?UvUO0',rU t',ttq tnu

-t- 1u14'JFr0',tUlJoiu',tfl a{ 01J910{ uluou n?1 6 [ft0L Ll!01n?ua{r]0!

- ldentiflcation

- Assay

- Dissolution .

- Uniformity of Dosage Units

(a.it0)
lrt

tJ:votun::lnr:

(u'rufl ua rrnxq'r::ruu)

[a{r0). .. n 5:!n l:
tl.rlu!{n5 0{a!!vr)

0:?a 1u

90.0 - 110.0% LA

Not Less than 75o/o (Q) in 45 mins

05'tar.i'lu

ta.it0.) a
(urar':fiafi nr olill:vrai5)

n:: n1:
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1ru'to11rla{n15
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q6ualJr9lvx Lll

qfu#nuruuraflls

fJruAnusuU[o1',l1UtA{ Methytpred nisotone 500 m g for lnjection

MethylprednisoLone 500 mg for lnjection

500 mg

drviudordryaoora'oorir, doudrndurdo uav yunrdluaonra'ooei1
!"

- H.iu1!l'rflo1nlfi0 'Lu 1 r?o rj:vnolriru Methylprednisolone 500 mg
,d!

lJt51t!nlguUUlAO!11fi01ntt0tLJ0[tn? v{ i or.J 0t 11i']a v a 1u
e 4 i- - -- aalnyi0t0na'l:nrfl!u''r :uut0aT fuvl'tiu'1, tu'to. iiLt, LaflfrHan. iuilAst

yi oiuvu oro r ulir'n rou

w.i
- iuuuoorqtarurfrailuoud'o ridoun'ir 6 r6ou fiorniuriruou

M lurlrE

n:ojlultjorfruu"w (originaL) frorfizuanr:voao{tr,ao.i!rvav]Gn"rililan1rfnu1yr1{nafrntorur
-J 4n . .)- Jo

o'rnan1!u0uyrLt.] Ltt0{u:19flttaca]0.1r.1'tun1:st ilv,ttzuu rtvl: Lul1:41:yl1{ n1:ttytyluril:'1ut0 Lu

a J-.s
61u{o{a Pubmed, Scopus, Embase ut-011t6'trfra"olirlou:rtiyura'uqirr 11urJ:vurnlvru

(a{r0) \n

- ldentification

- Assay

- Sterility

- BacteriaI Endotoxins

-pH

- Loss on drylng

- Particutate [4atter

- Constituted Solution

- Free lvlethyl.prednisolone

(lrufrio uudrqr::ruv)

(a.ir0)

(urofiin: oiariud)

(a{r0) e

n5't o6t1l.J

90.0 - 110.00/o LA

eD?a6i1!

Not More Than 0.17 EUlmg

7.0 - 8.0

Not lvlore Than 2.0%

e]l1ar.i1!

9151{ Li'r!

Not lilore Than 6.6026 LA of

MethyLprednisoLone

r..l:c orun::l.t nr:

.....n::!n15

.....n:51]n15

(uraml-afr nr o?ru!5sra3g)

. r---"-M(d
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qrua-nuruvtalttstol I nactivated Purified Rabies Vaccine I njection

lnactlvated Purifled Rabies Vaccine lnjection

0.5 mtu]'toyrst0.inl5

qruail1i6fhh

Flfua n19[r.Js Lo111v

..!
drvirdor.fr rndT urfr o uac iordr'lufi ryfi

Jq _so .,r -e u.. q
- lntu{uorL14{ v150r.l9t?y1ava1u q{[L 1 Loa iu trnr.]4!iu L:Frl,{uqdtLl

kirrnn'irvSouvirrirL z.s tu u"avhifi ar:niur"f, a(Non- preservative)

u ! !-- aa1nul0t0flalintn!u'tiyllt0alLtfuyl't{u1, ltuTft, ioLt, Latir{dn, lnruAa

v:o'tu141]o01u L1lJoro1l

v)
-'tu141]9r01t110{ulfl a{r.lo1JFt0.t L 1]0unl1 6 ro0u Lt0'tnaua{r]ou

- Potency

- Bovine Serum Albumin Content

- Protein Content

-pH

- Residual l,4oisture

- Bacterial Endotoxins

- Sterility

- Residual DNA Content

(a.rt0)........ kd

(uTElflua ttnxa'm56us)

(ariio)

(rrer-rn: oiariuil)

(air0),................

(rrrarrrTa fi nr o!ru! iy rail)

>2.5 lUldose

<50 ng/dose

<80 pgldose

7.2-8.0

<3.jvo

<25 EUldose

0:10il'tu

< 100 pgldose

!:vorln::rnr:

n ti!.r nt:

n l5l.l 01:
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Fl fu a-n ufuv rafl 1v

Sevoflurane SoLution

250 m[

1d;irra:-lolaal

- uo{t a1 'La lrifi3 r.J:snolrir un'rur Sevoflurane lriaou"lunlruytaafiy
e u r z :".,
!0lnuLraiuacn?1 tL uavn'rtuuuua1r.J1:0r0t11fIlJ[F]50{fil Loiut14u

(Vaporizer) tri.loa Lrr.;r:v!!tlolileiofldqr.Jn:nirail
-J- aaln vioronal:rir fi'uur:vr1fi oarrirgvrrlur, turo, ifld, rarfr zuAer, iunAet

yi oi'ural o o r ol{t-n ro u
u.i

- ?1.J14}.rfi0',rulr0.1u111a{ 0!n0{ Ll.]uounl1 6 L00u Ula1n,!6{ 01r

- ldentification

- Content

- Refraction index

- Peroxide

- FLuoride

- Acidity/Alkalinity

- Non-votatite residue

- Water

- Total lmpurities (excludlng

compound A and compound M)

- Other single largest impurity

-J(air0) b/

(rrufrio urirqr::ruv)

(a{t0)...........

(urarirn: d'ra#uil)

(a{t0)

rl 5't a6t'tu

99.98 - 100.000,6 LA

1.2745 - 1.2760 it 20oC

Not lrilore Than 0.22 ppm

Not lr,4ore Than 2 ppm

Not more than 0.10 ml of 0.010 N

NaOH or not more than 0.60 m[

of 0.010 N HCI to neutratize

Not More Than 1 mg/10 mL

0.03 - 0.1070 (w/w)

Not More Than 50 ppm (w/w)

Not More Than 25 ppm (w/w)

!:corun::llnr:

n::!n1:

46u#nu6uytayrluuo{U1 Sevof Lurane Sotution 250 m I

c
fl::!nlt

(uxamflafr nr opurJ:vra3g)



lJO U'I Sodium Valproate 400 mg for lnjection

400 mg

dtair dq rdrya oo la'oo rir

1LJ',tOyq0in1:

Qruar116r.t'rhl
, x- "- zulur!51oalnrfiof,rrr lu 1 flxn liunold?a Sodium Valproate 400 mg

.....r & e , a. -duilQLul?fiulan!:'160'tnLt0 ylt0 nlytTavalu!:rn0rnttoriry:1dn
,s o u 4 v ado v J -- aaln :0r0nal:n't n!ultvltoal ru 1{u'1, uulfr, iiiLt, rarylflafl, 1n9ida

r,tioiuraroorql{do rol

- iuurooratorurdeiruouriorhidounil 6 16ou rirorniudrrou

rlrua-nurus to lv - ldentification . nt?or]1u

- Assay 98.75 - 108.75% LA of Sodium Vatproate

- Uniformity of Dosage Units sl:?r6jru

- Loss on Drying lilrfiu 2.0S6

- pH 6.8 - 8.5

- Steritity oi?ar.i1u

- Bacterial Endotoxins hjlfiu 0.017 lulmg

- Particutate Matter at?ail1u

vtJ'tEltyE

n:fil1"lriorfrurrll (origina[) l#ttanrva-norunr:finurvnrofifinhsr!ud (cLinical tria[) ro.l
iJ,

u1, tauo t!5 uL tfrat dt errduuurfruaol'irzu6srrYrucifr!:vfryGira ryirrfrulriuurduuullu.fior.il1d
:i Jro,

Status EpiLepticus arnaalfuAufrlilLdtoruirJvuncr{otrirunr:dfrurirzuurn1:"h?r:arti11.tn1irrilylrj

dfi:ru{io1ugru,floila Pubmed, Scopus, Embase yiorr:ar:fi0-orirlnu:rtiyurf,'urr1{ I'h!:uLyrFj

lvru

(a{r0)
tr/

......r1:sorln::lnrt

(urafiflr rfi'1qx:5ruu)

(a$io).......... n:5lJ n1t

(urufin: dlariuil)

./-1..; /J
(a{t0)...................k;..1......................r::lnr:

(urramfiafr nr oqru!:vuaBg)

qile'nu6uy[ail1uro{ Sodium Val.proate 4OO mg for lnjection
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qfuaflu vLafl1v

lmipenem 500 mg and Cilastatin 500 mg for Injection

lmipenem 500 mg and Cilastatin 500 mg

a1u51J [vv]1iya oo [a ooo't

- 0.r{u1!i1fia1nr6'o r]:ynolri'lu tmipenem 500 mg ttau Cilastatin Sodium

rJilrrurfruurvirnllr CiLastatin 500 mg l::o'[un1r!yurAotoafryr]:rrtorn16'o
! o- J J-- oalfly50L0n61:nln!u't:31jtoa'tt]6uyl'1iu'1, $u19t, ?01t, talyt aa,'iur,Jarl

ySaluv oalu LltoL01l
VJ

- ?1t14U9r0TUtJo{UlylA{!01J910.1 L}Juounl1 6 tftou u!n1n'l!a{ 01t

- ldentification

- Assay

lmipenem

CiIastatin

-pH

- Bacteriat Endotoxins

- Steritity Test

- Loss on Drying

- CLarity of Constituted SoLution

- Particulate Matter

- Uniformity Dosage Units

(a.ir0) n55l.ln T I
(uel-ln: o'rafiuil)

n:1Q'.1l-J

90.0 - 115.00/6 LA

90.0 - 115.00/6 LA

6.5 - 8.5

Not More Than 0.17 EUlmg

n:10zu'ru

Not More Than 3.5%

a:xar,i1u

n:xar.i1u

0r?o,.i1u

yr.r1u L14E

n:dll'lriurfr'uull (original) lfruao{ya'n61!n1:finu1yn.:nAinhil!uri (Cl.inical trial) ro.t
J d e A -J J

UIItA!0tLJiulJtl1U!n!UTnU[LlJlJvlttAfr{']1,,JAsrrIilflX.r!:udT6zuA tyrl trUiln!u1r'UU!lJ 01na01UUOLyl

liltitosririy

,.J
(a.xt0)

t(^
......rJ:yorln::unr:

(urufifro ud'rq'rrrruc)

d-o-

.;(a{r0) o n:5}]n1t

(urram#afi nr opurJ:vraig)
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Zotedronic Acid 5 mg in 100 ml lnjection

5 mg in 100 mL

dryiuy a o rdrua oo 16 ooo'r

- ar:avara!:rflo.,nrdo 1 t,l, (100 mt) l:vnoldru Zoledronic Acid 5 mg

!i5llurt oui6nI i1fl n 1 n r{o{o{ n-rl ua.i

- a61n uiorona't:rirrilur:vqdoa1fruil1.iu.t, l,urq, iffLt rarfi nrf, ot, iuru6st

v150?ufiuo01u LlroLou
!,

- iura oorurolurfi druoud'aililrioun.j.t 6 r6ou rilorniud.lrLolt

- ldentification

- Assay

- Steril.ity

- Bacterial Endotoxins

-pH

- Particulate Matter

- TotaI Unspecified Degradation Products

- Osmo(ality

15 t'd

nruallTr.i'rhj

Flfua'nutuvtaflts 0:?a r.i1l-J

95.0 - 105.0% LA

9E?0il1U

Not N4ore Than 3.0 EUlmL

6.0 - 7.0

n:roc.iru

Not More Than 0.40lo

260 - 330 mOsmoUkg

yr.rlutyq

n:fitlhiurduurrl (origina[) d'orinanr:voao.iuao.r!rvevB,ianriynulyl{oafi nro.ru.r

ruJiurr,fiorrYluro{uruwludor"rlflunr:inur osteoporosis ornaorliududhr"lrjtowidy uavdol
.Jd JOzu1!nltflvrtilr Lr,JUttvH lul1iaT:vr1{n1t wlvufrIrludo [ut.rut]ola pubmed, Scopus, Embase raio

----- --J - e s
?15A1tyt09tyt1 Lgtu:'tt'tylulaurll{ 5l Lull:vtytpttllu

.)
(a{90) l\l

..........r.1:vorun::lnr:

(rrofrio rurirqr::ruv)

(a{t0) ..n:5un15

(ururTln: d'rariu4)

(a{r0)..... ........nSi n''15

(rrrarr l-a a nr o:6uliv rain)

qil6'nu6uu[ot,t,lurjo,t Zol.edronic Acid 5 mg in 100 ml, lnjection

c


