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Rivaroxaban 15 mg Tabtets

i5 mg

drraiuirrl:vuru
a-

- ultlnlfldouiki! lu 1 rlnrJ:cnoud'lu Rivaroxaban 15 mg u::{unrtuv
tioaivr

4 . - J y .,J -- aalnl4:al0fl a1:n1nuu'r:vr{to6"1!qyl1.it}'t, 1tu1fl ,26Lt, ra1rila0,?uil40

v:0?uxu00'lu l,?ror0u

- ?LJ14Iq01q10.iu1yla{!01Jet0.iult0un?1 6 reiorJ rualniua{uou

u!1urvq

n:fihkjorduuur, (OriginaL) hiuaolr,rdngrunr:f,nurvrrrnfiintu!lud (ctinicat tria[) rro.:
.-:l- d s !1.-- - --' . y !., v,t Iulvltau0tlJlulrtvlU!nuultluulJUvluaoi?'r'.lAqrI ?rI!:cay16iratyr1Lfru!nr-!u'tdul,!!! 01n6011j!dufr

hiltroruisyrunvd'0.:airunr:6fi1{rruuun:'turr:a1:r1{n1:uil}1dii:ruiolugru{o!a pubmed,

.Jv . s
Scopus, Embase uSorr:ar:fi q'ntirlour.triyru.ra'uri.t{ 

1 lutJ:rrvrnlvru

(ado)...... ........r.J:vorun::lnr:

(urusur ronrrr{iiuc)

(a{!0).............. n l:! n1t

- ldentiflcation

- Uniformity of Dosage Units

- fusay

- Dissotution

- TotaI Impurities

(urud'nd rtrriiiori)

(n.rdo)................... G n::!nl:
(urarrria6nr olurJ:vraig)

,r:?ori'rLt

n:rnrilu

95.0 - 105.0% LA

Not Less Than 85% LA after 30 mins

Not More Than 0.3 %

qnidnuzugroilrs{0.: Rivaro-aban 15 mg Tabiets

J
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qrudnurustoursro.r Rivaro-aban 20 mg Tablets

Rivaroxaban 20 mg Tabl.ets

20 mg

drvir-lirrl:vyrru

- urliora6ouilai! 1u t dorJ:vnouoiru Rivaroxaban 20 mg u::1'lunrruv

!oaivr
. c- .J e )-- Qalnlt:otona'lrnln!u1ry1Jt0a'rtJtuyr'r.ru't, llr'trt, ?0[t, latyt an, iu dn

,r:0?1J1lrto01 q !?tnrnu
!a

- ?1]vrJo01u1J0.tu'rytat!0!sta.: uu0un?'t 6 to01t ulJ!1ni!a{!0u

fifuan19rus ro 1!

11r.r1U t1.!E

n:riltfldurduull (OriginaL) hiuaouaa'nmunr:6nuryrrlnHilnlulquti {CIinicat. trial) ro\
-.^d.--.-.-rt-.-.-!-.--u---v - -J Jul LauotlJtulJryruunluiotuttlJlytuao.:?1rdo,l-zuct:Ji.l:ud 6 aryt.tl,iu!n]-1jutduuu! otnan.lllua-!fr

tlltiroluidvruavfiolrirunr:n-fiur{rHuun:'lul:a1:yl1!n1:B}ryrddfi:rudollgru{o!a pubmed,
.t)

.,i. . -Scopus, Embase u5orr:ar:fr o"nrirlo0:1tiru1dugi.r{ 1 lu!:urvrnhu

(art0) ...tJ:votun::rnr':

(!ruour ronr.rriiiuc)

(afiio)..............
n t:Ifl1t

- ldentification

- Uniformity of Dosage Units

- Assay

- Dissotution

- Tota( lmpurities

0:?nti'tu

,r:?nri1u

9s.0-105.0%LA

Not Less Than 85% LA after 30 mins

Not More Than 0.3 %

(urtri,nti tr1?iliifl d)
/')

(a':io)... ... ...,..... . (: l:. nurnlr
(uratfafi nr oluU:vraig)
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h.1c
QOlariuglYt2 LIJ

qrua'nnzugrou,rv - ldentification

- Assay (Mean Content per Actuation)

- SaLmeterol

- Fluticasone Proplonate

- Content Uniformity of Detivered Dose

- Satmeterot

- FIuticasone Propionate

- Particulate Mafter

- MicrobiaI Test

- lmpurities and Degradation products

- Any lndividual Degradation product

Satmeterot

Ftuticasone propionate

- Total Degradation product

SatmeteroI

Ftuticasone propionate

- Leak Rate

250 mcg/dose lnhater

Satmeterol 25 mcg and Ftuticasone propionate 250 mcg/dose tnhaLer

Satmeterol 25 mcA $ac Ftuticasone propionate 250 mcg/dose

iiru?1J 120 dose qiotro

druillnriuuruJrn

- urdl,rilqniu U:ynoufirgsr"rur Satmeterot Xinafoate ili!rrurfiuuryirfiu

Satmeterol 25 mcA [ac Ftuticasone Propionate 250 mcg/dose Glru
120 dose u::lluraio.rqrrriurlolfiuualuuu Metered Dose lnhater

- .t .J-- 0a1nul0!0na1:n1n!u.ltvu{0a1lJzuyl1.lu.t, 1,u.1o, i6[f, [a!fril4n, riuar6nuia

iur,ruorqli{olou
v.l

- 1XU!n01q!0{u1yl6{!or.Jel0{ L!i0un?1 6 rd0rr rfu orn.l,-udlusu

0110,]'ru

18.9 - 23.1 mcy'Dose

198 - 242 mcg/Dose

nt?a 'tu

n:?Qfl1U

9ll?Sfl1U

0:?0ft'tu

Not More Than 0.2% w/w

Not More Than 0.2% w/w

Not More Than 0.4% w/w

Not More Than 0.4% w/w

0:1nii1!

lrlr1ULr4q

n:fill1dursiuuuu (originat) d'ol!nanr:vrorno!Bao{u:uavl6H6nr:inurylr{niin?0nu,ra1n

an.rriuduvrttildtowidvruavoio*irunlrafi!{raluuyi:lulr:ar:urnr:uy,vrtiii:rudolu0luliorJn

(a{r0}

Pubmed, Sppus, Embase r,riorr:ar:fr

b . :cs.run::unr: (ario).

{nrirlou:rrirura'uoir 1 tlrJ:vrvralnu

,1 - ,) /.....,,....n:t!n'tt (a{!0).....,........1... n:t!n1l
(lruolr ronrldiSav) (lrun"nd rrr'rfilfli) (urarrfafinr oyuil:vrai3)

qrua'nufuuroil"lUta{ Satmeterot 25 mcg and Ftuticasone propionate



taul

t1.,1't9r1l0 n{ n''t:

Flruaufir'1111

Flmanufusrafllv

Qfua'nrrilutailiina{ Sil.ver Sul,fadiazine 1olo Cream 500 g

Sitver Sulfadiazine 1% Cream 5OO g

500 g

drvil'ltnru!on
- ulnirrerrr 1u tOO g rJ:vnoldruor"':ur Silver Sutfadiazine 1 g (1% w/w)

1J:t1 tun1tuv!oau11 u0.: n!Ba{
I o. .,J J-- aa'rn.t,l:0t0na1rn'rnuultvtlt86'rutuyl'r{t '1, luT o, ?6tt, tatraa0, ,)uilarr

11:01uu! rt0'tq [?"d r] tau
r'a-':1r14llo01qtJ0'!u'ryr6.uJ0un0.llljuoun?1 6 toau uualnrua{:J0u

- ldentification

- Assay

- Minimum Fitl

-pH

- Microbiat Enumeration Tests and

Tests for Specified Microorganism

- Totat Aerobic Microbiat Count

- Totat Combined Yeasts and

Motds Count

- StaphyLococcus aureus

- Pseudomonos oeruginoso

- So{monello species

- Escherichio coli

(a.rdo) !:vorln::lnr:
(urusur ron?ldiitrc)

(a'rt0)...... nl:! nT5

(ursdnd rr1?{iiqui)

(a.rdo).....................

,,,)
U.

n tt! n't:

fll?n?{1u

90.0 - 110,0% LA

n:?ar.i1u

4.0 - 7.0

Not More \han 23 du/g

Not More Than 10 cfulg

Absence

Absence

Absence

Absence

(trratl"adnr oyurJ:v raig)

/
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Sodium Hyaturonate 20 mg in 2 ml Injection

20mgin2m[

dt,riudnr{rto

- airasa1u!:'rfln1ndo lu I mt rJ:vnorriru Sodium Hyaturonate 10 mg

iierisuiruiG Bacterial Fermentation uaviirfir,rrinllraqaoqludr.r 1 - 2 drl
orad! l::{umseru160il:T fi alnrdotiarniould (pre-fitted syringe) lou

uoiavr.raoou::11uilonrtuvu::pl:',ao',n,{o (Doubte Sterife Package)

, ) .J-
- aa1nu10t0na1:n10!u1:vr.{!041!21l1.!u'r,,t u'ro, 26it, n1vtlr60, ?uBarl

yla2uu!no1u [?tornu
.,J ,

- 2Uv!00'rq!0iu1vl6{lr0lJn0!LlJuBUn?1 6 tn0u utj01n?uA{!0u

- ldentification

- Assay Sodium Hyaluronate

- Steritity

- Bacteriat Endotoxins

- Osmolatity

-pH

- Extractabte Votume

- Dynamic Viscosity at 20'c D=350 [1/s]

(a rr0) !:vgrun::unt:
(urusur ronr!riiiuc)

0t:?aH'lu

9.2 - 10.8 mg/mt

,t:?$illu

Not More Than 0.5 EU,/mt

210 - 330 mOsm/kg

6.8 - 7.5

Not Less Than 2.0 ml./syr

More Than 210 mPa.s

(a{r0)

(urudnri nrrriiiruri)

(a{r0),....

,,.)

(urarrrTainr olruilrvta:g)

nt5!n15

n:ltJfl'u

qru#nufuJtoillsto{ Sodium Hyaturonate 20 mg in 2 ml. lnjection
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Sutbactam 0.5 g and Cefoperazone 0.5 g for lnjection

Sutbactam 0.5 g and Cefoperazone 0.5 g

dl,riuior nirraa o o 15 o oo'r

- R.!01{:1fl$'}n!{o lu 1 lro !:vnouoiru Sutbactam Sodium lilrru
rfiuurvirr{l Sulbactam 0.5 g [ac Cefoperazone Sodium Glrrutfiulryi,r

tit Cefoperazone 0.5 g u::{unrtluu16nU:1fln1nr{or1o.rnjuual
.l -e J-- qaln :0L0na']:n'lnuultvltoa1riqJll1iu,t, 1U1rr, i6'[f, inrfr Hdo, iuilasl

11:0?UyUn01q t?norou
w)

- iuuroorqto.rurfid.rrroldo$ilrioun.j.r 6 tfi 0u fiuorn{ud.rlou

- ldentification

- Assay

-pH

- Steritity

- BacteriaI Endotoxins

- Water

- Uniformity of Dosage Units

- Total lmpurities

(a{t0) !:cgrun::!nr:

,E?0fl1U

90.0 - 110.0% LA 1,0! Sutbactam

90.0 - 110.0% LA to.! Cefoperazone

3.5 - 6.5

n:?0ii'lu

Not More Than 0.116 EUlmg

Not More Than 4.0%

,r:?3rilu

Not More Than 3.0%

(urusur ronr{diiuv)
.4/

lafio1...... .......... (1.......... ............nrrrrn1r

(uruo'nd rrr?diieuil)

.),/o
(a$0)....................L:...... ..................n1:!n1:

(ur.:atn"a6 nr o1zurJ:vra35)
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Rrua'nuruu!a111!

qildnufuutailllta{ Tamsu Losi n Hyd roch l,oride 0.4 m g

Protonged - Retease Tabtets

0:?nfl1u

sr:1tilr!

95.0 - 105.0% LA

15 - 35%

45 - 65%

Not Less Than 80%

Tamsutosin Hydrochloride 0.4 mg Protonged - Retease Tabtets

0.4 mg

drviuiurl:vvrru

- urdqrn6ouf,ri!tinoanqvrdrfiu 1u 1 dnrJ:vnorpirurYlur Tamsul.osin

Hydrochtoride 0.4 mg l::llunrtuv0na0vrJo.rrYuuar
e .t J-

- 0a1nv:0L0na'l:n'r nuu1:vwoa'[ttuv]1iu1, 1u'1r1, ?0tt, ra1 afl, ?ufi6n

yl01uu!no'lu 12tot0u
.J,

- ?ullufl01q10{U1vrA{!AUO0n[!u0Un?'] 6 tnou uu0'rnaufl{!0u

- ldentification

- Uniformity of Dosage Units

- fusay

- Dissotution

After 3 hours

After 7 hours

After 12 hours

(nir0)

(a.r{io).

!:cgrun::rJnt:

(lruslr ran'llriiiuv)

......nt:lJn1i

(urud'nti rtrriiioni)

(a.!10)

/,1/,a'

(utarrria6nr o1zurJ:vraig)

n'::! nt:
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qsud'nufustoill!?a{ TigecycLine 50 mg for lrUection

Tigecycline 50 mg for lnjection

50 mg

a1 :u1,luot1tlyl1{ua001600d'l
,t- rulrh'rfia1nrio drv6o.:fi.rdl lu 1 r?fril:cnold?u ligerycline 50 mg

.t
!:r1 tulj2rlu10nu:'t?rn1ntto

- .i o --r" a-- 0n1nvt:or0na't:n'tnuu1:v\10a1!flJyl1{u1, 1tul0r, a6l.i, ta1frrld0, i!ildm

1,r:0?1.r1,rurl0'lq L?torau
t, at v qtu

- ?ur4ljo01qr0tu'tytar1,l0!010.i Lltu0un?'t 6 t00u rJ!n.tnaua.!!0u

- ldentification n:?arilil

- Assay 96.0 - 116.0% LA

- Steritity o:?ail1u

- BacteriaL Endotoxins Not More Than 1.75 EUlmg

- Particulate Matter nr?nrilu

- pH 4.5 - 5.5

- Uniformity of Dosage Units n:?ari1u

- Degradation Products

- Tigecycline Open Ring Not More Than 0.15%

- Tigeryctine 12Oxo-1l-Hydroxy Not More Than 0.5%

- Igecyctine Retated Compound B Not More Than 0.7%

- Tigecycline Epimer Not More Than 2.0%

- Tigeryctine Quinone Anatog Not More Than 0.3%

- Tigeryctine Tricyclic Anatog Not More Than 0.5%

- Any lndividuat Unspecified Not More Than 0.2%

Degradation Products

- Total Degradation Products Not More Than 6.0%

(lnc[uding Epimer and Excluding Minorycline)

qludnrqzuvronrr

,r!'rurv4

iua'n5ruduan.r'jrldirrnr:{uficriuunlnnilvn::rin1:o.ryr:ravu{u,floti.r1.t1:nrlonuui

rfiohprtu (community acquired pneumonia (Cnp)) uacitoil{tlurdnort1diuei a tduh

rJ:vo,un::lnr: (a$o).
,z)y

112(ariio) .. .. , .... n:::.t nT:(ar0o)...

(urtraur ronridlios) (urud'nd nt{iiai)
nll:Jn 15

(rra,':ria6nr olurJ:vlaig)
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Rruauhyr-lhl

nrun'nurusromv - ldentification

- fusay

- Uniformity of Dosage Units

- Dissotution

- Test 1

fiis - Test 2

uio - Test 3

- lmpurities

- Total lmpurities

- Topirdmate Retated Compound A

- lndividuat Unspecified Degradation

product

- Limit of Sulfamate and Sutfate

- Sutfamate lon

- Sutfate lon

qfu8'nnillroy{1ura{ Topiramate 25 mg Tabtets

Topiramate 25 mg Tabtets

25 mg

drui!iurJ:crru
14

- urdqrnfioutdrr lu 1 ulsrr.J:vnoudru Topiramate 25 mg l::11unrtuv

uoffuvr uB,lnuua{
. ) e -4e .J -- 0a1nu:BL0na1:n1n!U',l:sqi0a'trj{uyt1,!u1, 1Ju,rn, 1dlt, ralytHdn, ?nHdn

141 02U11rJrr01 U L?to r0u
i,

- '1u14J00']q!o.ru'r a{I0!00.t [!u0un?'t 6 tnou rla']naual{!o!

n:?0tl1Ll

90.0 - 110.0% LA

nI?1ar"ru

Not Less Than 80%(Q) ln 20 mins

Not Less Than 80%(Q) in 40 mins

Not Less Than 80%(Q) in 30 mins

Not More Than 0.7%

Not More Than 0.5%

Not More Than 0.2%

Not More Than 0.25%

Not More Than 0.25%

v!ruLu9l

n:flll'ltiurfr'uuw (OriginaL) lri*ao.:r.rdngrunr:finurvrr':n60n1ulr1uti (Ctinicat triat.) to.l
- --.1 - J , -tr'rvt6u0ru:tr'lrryru!n!01stuullJylua0{11 a0rr1ru9nu:cdyl6 aLyl.trru!n-uulet!u!u1ual!?u16n 0.tn
_ -.1 .lrq,

an1!uouv1$r t!lJBi!:uytL!4v00{ 1!n'n111\!ytt .luuyt: l,u.t.t:6T.!yl1.!n.t:unrridir.odulrolu{o!a

Pubmed, Scopus, Embase r,riom:ar:fr{orirlou:lxiyls.tdurir.i 1lutJ:vwrnlvru

l:srrlnrrun'r: (a.!to). o (a{t0)
//|,'

(n'rio) n:'i! n1t

(!roour ronrlr{iiou) (lruo"nri nrriilnri)
n:1!n'tt

(urarrfa6nr alrurJ:vraig)



titu't
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Rruarr]fivr"rh l

qzudnuruvroffv -ldentification

- fusay

- Ammonia

(a.:do).

(a'riie).

(arr0).

(urusur ronrrdiiuv)

(ulunnu tt'r?u??ruu)

(utarrfia6nr alutJ:vraig)

0:?nfl1u

90.0 - 110.0% LA

Not More Than 2.0% with

Respect to The Content of Urea

(Determined in Assay)

!:vgrtln::ur:

n::}]n1t

n::!n1:

qordnuoJUtofllsta.: Urea l0olo Cream 150 g

Urea 10% Cream 150 g

150 g

druii{aruuon

- urnil 1u 1 g rJ':vnouriruo"ru't Urea 1Oo mS u:rllunrtuEinaiyl
..r .e ) o .J-- qa'rnrt0r0na't:n'tnuullslto6'uJrlJuT .iu"t, lju1n, aE=Lt, ranilil60, iufiafluio

?u1,,[Jfr0']u tltOIAU

- irr.urrorqro.:urfi ri,:rror:si'o.rlririoun'ir 6 16ou riuorn{udurou

.,.)
(/



tatrl

16 L1l

1r!'toyt9]ann1:

rfuarrffirirlr t

qrudnuruvroflrg

Zotedronic Acid 5 mg in 100 ml tnjection

5 mg in 100 ml

6111lU Unt11 aA0tao09l1

- a'r:ava1u!:1?!nlntdo 1 r?o (100ml.) rJ:vnousiru Zotedronic Acid 5 mg
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- ldentification

- fusay

- Steritity

- Bacterial Endotoxins

-pH

- Particu[ate Matter

- Totat Unspecified Degradation Products

- Osmo[atity
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95.0 - 105.0% LA

nr?$i1u

Not More Than 3,0 EUlm[

6.0 - 7.0
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Not More Than 0.4%

260 - 330 mosmoYkg
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Erudnl9rustoillvra{ Zotedronic Acid 5 mg in 100 mt lr\iection
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111 Senna Atexandrian 400 - 450 mg Capsutes

400 mg
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- Description

vio Appearance

- Uniformity of Weight

raio Range of Mean Weight

- Disintegration

- MicrobiaI Limits
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Not More Than 30 mins
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