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Ambroxol Hydrochloride 30 mg Tab[ets

30 mg

dryirilrlrvlru
.!.4

- u'ttlo Lu 1 rr..roU5sn0!o?ud?u1 Ambroxol Hydrochloride 30 mg !i:n
luruc.ntoafilr

- ) J-
- oaln 50t0n61tfl'tn! u'ltc!10413][uy1.iu'r, 1uln, ?0tt, taly a0, 1ur,J6rl

r,li oiurar o o r ql{n-n ro l
-t- 1U14UO01U10,1u1fla{}.r0!r)0{LIJUoUnl1 6 tftou lQln?ua{!0!

- ldentiflcation

- Assay

- Uniformity of Dosage Units

- Disintegration

,J
(a ir0)

\^
l:vorun::lnr:

(urufrfio [rirar::ruc)

.;
(a.i{0) nStl.ln 15

(rrurTrn: oi.lariu{)

_)(a{r0) n55 fl15

(uxaru-adnr opurJ:vuaig)

r)5'ta 1u

90.0-110.0%LA

rl :'1 n r.i11.l

Not More Than 30 mins

qfud"nuruutailluto{ Am broxol. Hydroch l,oride 30 m g Ta bl.ets

/'1(-t
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46ua-nu6uutay{1uuo{ Ana greLide 0.5 m g Capsu Les

Anagretide 0.5 mg Capsu[es

0.5 mg

rirvYrirr-l:vvrru

- ulun!{a lu 1 uoltatJ:snoudr um-rur Anagrelide 0.5 mg u::olunrtuv

!oatv !a.:flutta.:
w ! J-- aa1nfi:or0na15n1n!u'r5v1]t0a1 fuyll{u'1, 1ju10t, i5t,E, Lalrririn, iu ao

v l0't ul,1Lrfi018 L'raEr1{ror0u

- iuu!oolaronurfi duolfrollilrioun'i1 6 16ou riuorniuduol

- ldentifrcation

- Assay

- DissoIution

- Uniformity of Dosage Units

- Total lmpurities

05?a0.i1u

95.0 - 105.0% LA

Not Less Than 80% (Q) in 30 mins

rl 5'r o r.i11.r

Not More Than 1.00/o

l:vorun::lnr:

nt5l.t n15

nt:lJfil:
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(a{fl0)

(a {10)..........

(urufif,o Lrfi?q?ir6uv)
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(urramfa fi nr olurJ:v raig)
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Azithromycin 500 mg for lnjection

500 mg

6'r141!AO ttlyA 0a La o no'r
.!

- zu.:u1rji1fin1nr6o '[u 1 t'to r]:ynorjriru fuithromycin 500 mg !::o1u
I

n ltuE ulao! t1fl 0't n [ra
- 4 v J-- oalnytot0naltnln!u'Hylltoa1 fuyl1{u1, 11.J'tn, iijtt, talrrid0, xu arl

fi :0?uvtJo 0't u L1lto riu

- itly ooruro.turfiai.:lolsio.rlilrioun'ir 6 160! fiiorniua'llou
- ldentlfication

- Assay

- Uniformity of Dosage Units

- Particulate Matter

- Bacterial Endotoxins

qt6/ilil.U

- Water

-pH

- Limit of Azithromycin N-oxide

- Limit of Desosaminytazithromycin

- Limit of N-DemethyLazithromycin

- Any Other Unspecified lmpurity

- Total lmpurities

9r51Qr,J',rU

90.0 - 110.070 LA

n l?o r.i1!

n:'t 0 21l.J

Not More Than 0.7 Eulmg

n:'ta 1u

Not More Than

6.4 - 6.8

Not More Than

Not L4ore Than

Not [.4ore Than

Not More Than

Not More Than

2.04/o

7.00/o

0.3o/o

7.0o/o

0.2o/o

3.04/o

vr]1url4E

n:ritildursiuurl (OriginaL) doriruanr:yoao.iuao.il:sAyB0{6nr:inuryrrlnfrfrnto.tul 0rn
- J 4 o , .Jd J o

An'llJUouvltu [tfl0{t 519yl LLa cu 0{ zu'l U n 15 Y]11r] 11[rJ L tt1l: LU'] 1541:yt1{fl T I ttvryl U ytr.t:1U t O'LU5'tU"iO!A

Pubmed, Scopus, Embase r,rSorr:ar:fit'odrloui'triyruld'uri1.i.1 luil:rruolvro

(a.it0) hA
rJ:vorun::rnr:

(urufiio rfi?q?ri6uu)

(aqdo).... n5::] n1t

(ura:irn: d'rariul4)

e .......n5t n15

(urrarrriafr nr oi6u!iy raii)

qma'nufuulaillura{ Azithromycin 500 mg for lnjection

(ardo)..................
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qru#nurustanrvtor Bacl.ofen 10 mg TabLets

Bactofen 10 mg Tablets

10 mg

dtai!:-!rJ:cyru

- uldo lu t rfio !:vnouri'lu Baclofen 10 mg l::{unrruulJltltJndfiyr
- tr !-

- oalny:ot0na15n1n!u1 tv1Jt0a1!fuyll{u'r, ljulo, ?011, tatyr.tafi, ?u0i6rl

145 011r14r.tO 0',]U L',t110rAU

- irrrrr,tqrrourdai.:rLolfiortririoun'i1 6 16ou rilorniudwor.r

- ldentlflcation

- Assay

- DissoIution

- Uniformity of Dosage Units

- Organic lmpurities

6l
(a{10).

(uluauo Lrn?a?5:tuv)

(a{fla)

(!rufrn: drariufi)

(n{r0).

(uxarrrTaF nr oqrurJrv la3g)

nt'l00.r'tu

90.0 - 110.0% LA

Not Less Than 7570(Q) ln 30 mins

sl:1{r.i'tu

Not lr4ore Than 4.0026 of Bactofen

Related Compound A

l:vorun::lnt:

n5:l.] n 15

n55}.l n15
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q6udnu6uu[41'{'luta{ Docetaxel. 80 mg in 4 m[ lnjection

Docetaxel 80 mg in 4 mt lnjection

80mgin4m[

druiruuo rtrvrrrva oo [6 o oei'r
. t"

- alraua'ruill1r10rnr6o '[u 1 m|. r]:vnolriru Docetaxel Anhydrous 20 mg
.a

u5:a Lunltuu ulao!:1fl 01n tt0
J U J'

- QA1nv50[0fl41:n1n!u1rsqt0a1r.rruvl1.iu1, 1]u1fr, 10[1, talfltrarl, ?ucJa9r

14101U1.41r O O',t U L',t{OtOU

- ;rrrr.',qu.ourdriwordorlririoun'ir 6 16ou rir:orniudwou

x 5 t"iJ

)v
1l.J10vl9rO.i fl15

*.],
nrua lrly'r Lll

FlfudnuruvLa lv - ldentiflcation

- Assay

- SteriLity

- Particutate matter

- BacteriaI endotoxins

- Organic lmpurities

- 10-Deacetyl baccatin

- Crotonaldehyde anatog

- 6-OxodocetaxeI

- 4-EpidocetaxeL

- 4-Epi-6-oxodocetaxeI

- Any Unspecified lmpurity

- Total Impurities

Fr5?0r.11U

90.0 - 110.0%o LA

0r:laru1u

0E?0zu'11.t

Not N4ore Than 1.94 EUlmg of

Docetaxet (anhydrous)

Not lvlore Than 0.30lo

Not More lhan !.3o/o

Not More Than 1.50lo

Not More Than 1.070

Not More Than 0.506

Not More lhan 0.2Vo

Not lvlore Than 3.50lo

tl:sorun::lnt:

n5: n15

nt5t.]n15

Ilr,;
(aw0).

(a{101.

(urufrfro ufrrar::ruv)

(ural-rn:6'.rariw{)

J
(a{r 0 )

(urarru-a6nr oiru!ivrais)

\--.--,va
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qruir'nr*ruv ral,rrvtat Lamotrigine 25 m g Ta bLets

Lamotrigine 25 mg Tablets

25 mg

drvir-rir:r.l:vrru

- airfio lu 1 rfio rl:vnoud'lu6'rar Lamotrigine 25 mg u::olunrtustJoafivt
- J J.

- aaln l0 t0na1tnln!ullUlto41 6u111.ru'r, fll]'ro,'l5Lg, tatv,.lan, 'lur,Jarl

14: 01Ur41Jfr 0 1 U L11JO tnU

- irrrr.',rqo.oordriruou6'o{ririoun'j1 6 t6ou #rorniudlrlol

- ldentification allotilu

- Assay 90.0 - 110.0% LA

- Uniformity of Dosage Units o:ror'iru

- DissoIution

Test 1 Not Less Than 800/o (Q) after 30 mins

via Test 2 Not Less fhan 75Vo (Q) after 30 mins

r,16o Test 3 Not Less Than 80% (O) after 15 mins

*.lq
nruau!Flv'r L1J

rlrua-nufuvtoll1v

vrlutu9t

n:nilr:'ttjurrfiuruul (originaL) triuaou,r6'n5runr:6nurvrrsn6finlulrlvti (ctinicaI triaL) rlo.r

J .d v ) -) A
L111rfiU0r!iUlJrllLL rl!e,lflUtt1.JlJvrttao{112antturyl}]1Jt uavszua r111rvrE n!u1a!u!1J 01nan1t!0uvl

trihjtorri6vruavdorrirunr:fifirLrirzut uvrilurr:ar:vrrrnr:uulrddfi:rudotuorudoqa Pubmed,

Scopus, Embase raiom:ar:fi 6'odrlqui'rtiv01a-uri1.r 1 luil:vrvrrlvro

(a{10)
M

l:vorln::lnr:
(urufiio uldrqr::ruv)

(a'ir0) fl i5! nli
(1.J'tUU{ n5 0{A!!v.)

,j(a{r0) nttlJ n1t

(uxarr:ia fi nr olrurJ :v raig)
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Levetiracetam 250 mg Tablets

250 mg

drviuilrl:vlrr
- urufioundorikillu 1 tfin !:vno!d?u Levetiracetam 250 mg t::{n
nrtuvtoaiil (Tight container)

- J J.
- aaln :0tofra1in1n!u'r5v!10a1ufuvr1{u1, 1J1.J'r9r, ?011, [al]v]2nrl, lurJnm

145 0?U141]0 0',] U Llt O t0U

-)- ?l.Jy O01Ul'0.lU1yl6.iU0!n0{ L}]u0un?1 6 tFr0u l.J1101n?u6.i!0lJ

- ldentification

- Assay

- Uniformity of Dosage Units

- DissoLution

Test 1:

Test 2:

Test 3:

- Organic lmpurities

- Levetiracetam Acid

- Any lndividual Unspecified

Degradation Product

- Totat impurities

a:10fi1u

90.0 - 110.0% LA

9rr'to,.i1u

Not Less Than 70%(O) after 15 mins

Not Less Than 80%o(O) after 15 mins

Not Less Than 800/o(Q) after 30 mins

Not More Than 0.30u6

Not More Than 0.1%

Not lvlore Than 0.6%o

14IJ'IUL14E

n:riiilltjurfrutru1.r (originat) t#uaolvdnorunr:6nurv1{nAintulqud (CLinicat triat) nor
Jdea

u'rvrt6u0t1J5uL tliu!n!ElnuuLlrvrttao{'110{aflnfuflt.l!5uayl0r.raty1tytuufl1JU1nuu!11 [tavttao{t0ua
- {, tr ,.iio,

nrutJaoon"utor nr: l{t rIuv{rr'"rariJi olnanlfudr.filriLrjtolt5rJvuavfiorr.irrnr:6frryiuruu uvii
a .Jd J o J- .r
[u?1ia1tvrl rn']irllrvruytr.n'lut0 Lui'rulj0!a Pubmed, Scopus, Embase yl0't1:a1:ytaovi't [ou:'tt

iyur#urit 1 turJ:a rvrohra

-J(n{r0)
r/

tl:votun::rnr:
(1.J1U111-J0 UnX :: ruv )

(ariio)..... n5itn15

(urorirn:
1-J 'Yt)

(a{r0).. n:5 fl1:

(urtatrl-afr nr o:ruliuraBi)

qsudnu6uular,{'luta{ Levetiracetam 250 mg Ta blets
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Levofloxacin Hydrate 0.5%o Eye Drops

Levofloxacin Hydrate 5 mg/ml in 5 m[

drviuveroonr
t"

- ar:asarulal:rflolnrfio lu 1 ml rl:vnordea Levofloxacin Hydrate
t-,

5 mg u::1 Lutroull4uoonrfitloafru rlorrYuua.r

- J J-
- QAlnv50r0na15n1nuu15s!106'rufuvr1.iu1, lJu'ror, ?Ett, Lalvflno,'ru aF)

14501U14rJfi01 U L'tt9r [0 U

J,
- aulnro0lut0{u1vla{ o1r0r0.t Lluoun't1 6 Lo0u ulJ0'tn?ua.i!01J

- ldentiflcation

- Assay

- Steritity

-pH

- Osmotar ratio

- Foreign inso[uble matter

- lnsotuble particutate matter

rlrxnr.ilu

95.0 - 107.070 LA of

levofloxacin hydrate

rli'!or.j'ru

6.2 - 6.8

1.0 - 1.1

0rxar.i1u

n tx a r.i''t l.t

14lt',]U tUO

) ,cv- 3 d
!yann1!vttao{'t1Lflt1Jfl.ElluvvtlJUu0lnofuvnti n 15 01u'15 Lta v u 1lt 0lJ { Ltalu:!5nu1ttn

- t .jd !
0lot{oy'ti0'ryr.Jartvr'01ntt0 Propionibocter ium ocnes

(air0)
hl

tl:c otun::}.Jnt:

(l.J1U111.JQ Un? 415: rUs )

(a{10)

(ar6o)

(ururirn: dlarluil)

n::r.r n 1:

n:: nl5

(urrarrl-afr nr o!ru!isra39)

qru#nr*rugtaurvtal Levofl,oxacin Hydrate 0.5olo Eye Drops



lJO U1

I5 LlJ

11u1011o0{n1:

nrua}.l!ovx [lJ

qrua-nlirus Lflvl1v

Levofloxacin 5 mg/m[ in 150 ml lnjection

5 mg,/ml in 150 mL

dryily s o rdrua o o 16 onril
, !- -- altavalu!51601nL{aaLua0{oou1450Lvao{aontlu1 Lu 1 fl10

!:snoudruer-rur Levoftoxacin 5 mg/m[ rJirrn: 150 mL liioJunltuvul
3-

ao i1fia'tn rt0tJuoLrnl

- J J.
- aa1nu50t0na1tfl1n!u1lulJtoall]ruv'r.ru1, lru'rfl, 10[1, talvi.]an, lur.raFr

v:a1uu!o0'tEl L'ttatnu
s-J

- 1ufiLrfi01u10{u1ra,i}.J01JF0.t Lr]Loun't1 6 tfi0u u!a1n11Ja{ 01J

- ldentlficatlon

- Assay

-pH

- SteriLity

- Bacterial Endotoxins

- Particutate [,4atter

A
(ait0).

(urufifio uri':qr::ruv)

(aw0).

(urufin: 6'rariuri)

fl5't0N'tu

95.0 - 105.0% LA

4.3 - 5.3

ml?0,.i'lu

Not More Than 0.5 EUlmg

Levofloxacin

rl5?or.i'tu

rJ:votun::lnt:

nSl nlt

-; n
(a{10).....................L.;.t..................nriiln1i

(urarrrYaanr oiru!rvua;I)

qrudnurustayrrsta.i Levofl.oxacin 5 mg.ht in 150 ml. lnjection
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Sodium Hyaturonate 20 mg in 2 mt Injecflon

20mgin2ml

61t4 tlJ QO [1] ',',t1J O

- 61i6ya1ulstFtoln rdo 1u 1 mt rl:vnoldro Sodium Hyaturonate 10 mg
J - , -d . df -sv]rJano?u?0 BacteriaI Fermentation uasidlyfnls]ranaoqlud?.i t _ 2 dru
nlarr'u !r511uyaoqu1Aq :.t6olnLdotiovrioll,t (pre-fi L[ed syringe) Iou

uoiavr,taoou::{uyioRrtusu::orl:1fl olnr{o (DoubLe Sterile package)

- aalnfiioronaltrirnilur:vldoarrirgy.r.ial, rlJ1o, iffLt ratdzu6n, iuzu6n

14:0?lJy! 910 T U L?r n rnu
;,

- iu loor uro.i urfi eill ol d'oililrio u n.i1 6 lq'otr n-r or niudrlor
- ldentification fiixoil1u

- Assay Sodium Hyaturonate 9.2 - 10.g mg/m[

- Steritity str?o,.i.tu

- Bacterial Endotoxins Not More Than 0.5 EUlmt

- Osmolality Z7O - 330 mOsm/kg

- pH 6.8 - 7.5

- Extractable volume Not Less Than 2.0 mt/syr

- Dynamic viscosity at 20"c D=350 [1/s] lr4ore Than 210 mpa.s

tt h-(ardo)........... ............tJ:votun::lnr:
(urufiio udra:::ruy)

(a{t0)........... ..nl: n1:
(urufin: &au1uil)

4(Z.- ni5 fl15

(ur.:arrl"aanr o5ruliur6if )

qfua-fluruurafl1uflo{ Sodium Hyaturonate 20 mLin 2 mI lnjection

(ar6o).
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Suxamethonium Chloride 500 mg in 10 mL lnjection

500 mg in 10 mL

e!
oo111111{UaOOLAOOOt14lOAqLlln6"u.ttuo

. t.
- a"r:aya'ru!51fln1nt60 11r 1 tlo lsvnoud'ru Suxamethonium Chloride

(Succinylchotine ch|.oride) 500 mg r::1'lunrtuuulAo!:ranlntdo
- J i-

- onlnuioLonal:rirn-r-rur:vq6oarfirgfl1nur , rru'rn , idl,il, ratfrzudm ,

?u a0]M:o?u14!oo1u [']tot0u

- iuy oaluro.rulya{r]0L1910i truou n11 6 Lfrol.J ulJo1n?ua{ 01J

- ldentiflcation

- Assay

-pH

- Eacterial Endotoxin

- SteriLity

- ParticuLate I/atter

- Volume

05?ar.i1!

90.0 - 107.0% LA

3.0 - 5.0

Not I/ore Than 2.0 EUlmg

a:?or.ilu

fl 510 r.ilU

Not Less Than 10.0 m[

!:sorln::lnr:

n5: n15

n55!n15

(a{ro).
M

(l.Jr Uv,rLJ0 Un14X5: rUv )

(urafin: o'rariur,{)

(lrlarrfia6 nr olrurJ:v raig)

(air0)

_i
(a{10).

4ru6'nurustal,{tvl,ol Suxamethonium Chl,oride 500 mg in 10 ml. lniection
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110U1

15 t1J

1lu'to11rlo{n15

qruailfGri'?h I

n ru a-n uruv ta fl 1v

qru#nuruvtanrvtaq TacroLimus 0.5 mg Protonged - Retease Capsu(es

Tacro[imus 0.5 mg Prolonged - Release Capsules

0.5 mg

dtair.rirrJ:svru
:"

- urun!ra:!u!!oo nqilG!1! 1u 1 runrJga rl:vnoroiru Tacrolimus 0.5 mg

r::ltunrtlvtloafilr
- A J.

- an'rnu50[0n41:n'']n!u1:ulJt0al]]flJvl1{u1, 1JlJ19r,'10[1, talv]r,Jar],

1UtJa0u50luvlJo 0't u L'tlJo L0u

- ?-ul4rroo"ruroiurdeiltLour.{0.:tririoun'i1 6 r6ou rirrrniuriuor
- ldentification

- Assay

- Uniformity of Dosage Units

- Dissotution

.i
(a.rt0)

!A

(uluvru! trn?q?:t u)

(a.ir0)............

(urufrn: dlariud)

(adio)

(urraru-af; nr olurJ:v laig)

0t?ol.r'tu

93.0 - 105.0% LA

0t?n 1u

ruao{,.ra n1ilafl ldo u 6'r o ro u N fi o u

3 time points

!:vorun::lnr:

n5: nll

n5: n15
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1l.J1011A0{n1:

Tigerycline 50 mg for Injection

50 mg

a"ty:lJy u o !1J1yl1{ya oo[a oaol
,X

- ,J.ru1li1flo1n[6ofruy6olfildr] lu 1 1':n r]:vnoldru Tigecyctine 50 mg
,!

ull0 [ufl ?nulao!i']Flo1nLfl o

- oarn vioronar:rirnllur:vrldoalliruyn{u1, ruro, ifltt laufr olao, iur.r6sr

vl 0?u141]9101 u tltfi rnu
J,

- ?u14U00'rtllr0{ulya{ 0!st0,tuJuoun?1 6 Ln01.J uljolniua{ OlJ

- Identification r)i?oi.i1u

- Assay 96.0 - 116.0% LA

- Sterility e]i?o 1u

- Bacterial Endotoxins Not More Than 1.75 Eulmg

- Particutate Matter rl5ior.i1u

- pH 4.5 - 5.5

- Uniformity of Dosage Units ni?or.j1!

- Degradation Products

- Tigecycline Open Ring Not More Than 0.15%

- Tigecycline 12-Oxo-11-Hydroxy Not lr/ore Than 0.50,6

- Tigecycline Related Compound B Not lvlore Than 0.7%

- Tigecycline Epimer Not lvlore Tian 2.0o/o

- Tigecyctine Quinone Anatog Not More Than 0.3%

- Tigecyctine Tricyclic Analog Not More Than 0.5y0

- Any lndividual Unspecified Not More Than 0.2%

Degradation Products

- Tota[ Degradation Products Not More Than 6.070

(lnc[uding Epimer and Excluding Minocycline)

*"]c
qrua}.l!oyx tll

FJflJA nUfUV rAl'l',rs

14 lUtyE

! ann1!ruao{,)r lrii! n1i{uvu[!-uuolrtnruvnir!n1:o'rii'lrrrayuiludoilfldl:nr]oorufr
AO

tnntum.rtu (Communiti acquired pneumonia (CAp)), 1:n!oorrrLfr rfrolul:lyrurlra (HospitaL

a cqui red pne u m on ia (HAp)) r"ra yidor-ifl flu udno r u #.i uri a ffiluh.l

(ai10) In r.J:votun::lnr: (alfio) ,J(a{ta)-----.,flttuflTl

14)

. n::t]n'r:
(uluyl1.J0 [n1a15:fuY) (urorirn: drau-u (urarlr"a6nr orru ivr6i!)
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1U'rnyno{n1:

lntt
*.1 ,

QIUA !sry1L!

qrua'nufuurafllv

qfuAnuruelayllUta{ Vancomycin 500 mg for lnjection

Vancomycin 500 mg for Injection

500 mg

eirvilv o o tdry r rya o o raao ri'r
t"

- zu.tu'trl:1flarn rfio 'Lu 1 tlo rJ:vnoldru Vancomycin Hydroch[oride

rJirrrurfiuur"vir Vancomycin 500 mg rL::ltunirusuldn!r1flo1nrdo
v J u -ao, ! -- 0aTnu:o t0naltnT n!u't:vlJfloff1}]ruyl1.tu1, tl].to, iott, ratvrzudn, iuzua-o

14:0?UylJOO1U LlflOLiU

- irylooruro.rurfr eillorriorlilrioun.il 6 16ou rilorniuduol
- ldentification

- Assay

-pH

- SteriLity

- Particulate Matter

- Bacterial Endotoxins

- Water

- Uniformlty of Dosage Units

- Completeness and clarity of solution

- Content of Vancomycin

- Vancomycin B

- Any peak other than the main peak

0:1nr.i1u

90.0 - 115.00/6 LA

2.5 - 4.5

o51or.i'ru

or?0,.i1!

Not More Than 0.33 EU,/mg

Not More Than 5.0 %

n:10 tJ1l.J

9E?0r,J1U

Not Less Than 80.070

Not More Than 9.0%o

(a.ir0)
t\/

(rrufif,o urirqxri6uy)

tl:votun::lnt:

n55 n15(awa).

(urerriln: drariud)

/").: /r.
(ait0)..,....................V...1.................n:rtnr:

(lrlarra"a6 nr o!ru!is Laig)


