
R[UA nUOJ; tot^l 1 3t 0 { u 1

-)"o, - &u4t. n:rifrh'ldurdutl,!ugio{[Luira:rcliioqdufr'L.8LiJun'rurdrdrgto.:u5gvltt{an':ono!vr0t0i Ll.!.!']ualaoul

) a .) uqyv! --E-
ttav LIo!n1': t!auuL!!a{trvaiinqo!e]0'!$a{ tuttovll'llJvlnnl'l

2. siolfih:ru.:ru,.ran1:nliairntlvdnuqzua'nuzuvrayilvarnlS6vldtJ6nr,tiovrjru.:ru:rtn'rldnivvlll{-

al5',rrruqli1J:o.r
J -o3. n.rrELtl!u1rilaol,ur)lvLy]fltytu {ar6od'oridrrurnrnriruvrirf,oiu:o.til1n'i!1ui6n1:do[unr:ru6nurtol

n:vyl:?.ia1o'nuqt (GMP r,rio GMP/PlC/5) 1uu!?0UldtauotT U (ofudrqnnru:otln1:ell?oaodouiilanl:
J.

51l:0{0{?LJv tau0:1n1)
d) a. ). u

4. ns rrijuu'lYlL'ltlln1n01iulutvlfl ila0l0l0{lJ

v. d i
+. t luoqrgrnl#lirvioa"lt{urlu:rto1ru1t'nl

q.2 dlurnrfisirurari.lf,oiu:oursr:j1ui6n1:i61!n1:He0ru1to{Utvtvtn{ar6n r.riooonlnu}tl.i'lu'111.1

rirnnquaoiruurd.:rfluarJrfrn ptc/s 'lura!rourd16!olJ1u (ofua'raoorru:oun'rrollaaodnufit'lanltilllo'i6'l

-)?uvlt6uo:1n''l.)

s. {rauo:rnrdolituor4grntrutlrsr'l}Jnlu!1u'j1ri?uu't

6. {rauo:rnroiolituuaolnr':duvrvtiuusiri!lJoiurdriliunr:o'ardo
7. Stu:rurruranltsr:?oarnlcriro.:uirivrviovrjT t {'ru:'rtn1:dn:vvt:?{4151:ruqti!50'i'lun1:duolJIn Lot.

8. 1:rnurrraovinr:(lnrroirn:rv{ua'lornfinr:o:?oi!uirrd? lnuuidvrriolrflu{iliotourirldiirurildu

9. n.:dfrI:rviur!rasn?n6o!nruua-rnr:o:roiuudrvruirur Lot dkiaillounutoorna{unr:dod'oni'rilriox

gr1l.6.11o:6.runlrJrpudnuruvddrvuo f,trsovfi'ordrLr Lot Sudrtirlrnrgrud':uoulfilrauluiirurr.rtvirnniiruru

uldd'odo Lot. o'lndrr aruh 5 iuirnr:riuorniudtiduiuu{l lnulrihorrirl'fiiirutfitJtfillrnl:rvlullJla uav

firruocdo{oonrirl{drulunr:o'rriun',: frlhitildoiufiolunr:drtoltriq"roio.:nlra'rgrgrurldri.rrilrirurrav{tru

,iuoiufi ,touuu,duvrudurdo.rurornnr:1duro'lndr?vlnar fi
-.L t' -- 4.9'-..-e

10. nrrufr[:.ry{u.luray:runrur,rd.:ir{t'rurraolr,td'ngrufirflurfio vr1 l,iru11r1anvB[ack List Hirrnjrudtoluirivr

ru,avfilr:rurlul,{srindrur4ua.u,ifvrnudl:lyrurura lfiuaunt:uavl'xntllLraavtt{itiuuhivilrulrurir':1r':ru
- ') " t!:!uvt?a1 1 tlt t. n:dUr:rUnrlLAU?nUfitAuO!'tOnnt5undUOrnnruunls!nTl0'ly'llltauU'l9l?U,'lavl'l{Rfun1vl

- - ) u .J n , .. 'i' - ) ' d')
riuorniufivruiryurfi.:vr1lu website to{nfuvn:'irn1to1't411ttavu1aunlv14{,uILau0l'rf]1 14:0nluvlvlf i

" ' t':vtlgLlat 1t riuorniuvrruila nfuvflll'Jn1lul':rnurura! n r:(!qr l1n Lra?,{aitnllvl,lvllio'lufl fun 111 Lllil'11.J Ll

Lu5111,in1: 1UIO{na'l?

\M
(air0),............. !:vorun::lnr:

(urufiio *rir4'r::ruv)

(air0)

) . 
(utuitatfitiui)

(air 0 )................... . L.. r(. .....,....

>^- n5:!n1l

.n5:!nt5

(urarrria6nr olurJ:vra35)



1JOU1

qrua'nuruulail1uta{ Apixaban 5 mg Tabtets

Apixaban 5 mg Tablets

5mg
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Ciprofloxacin 200 mg in 100 mL lnjection

200 mg in 100 mt
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- Assay

-pH

- Sterility
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- Particutate Matter

- Limit of Ciproflaxacin

ethytenediamine analog

- Lactic acid content

- Sodium Chloride Content
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3.5-4.6
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Not More Than 0.5 EUlmg
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0.288-0.752 mg of Lactic acid/

mg of Ciprofloxacin

85.5 mg-94.5 mg of NaCl

!:corun::!nr:

n:5! n1:

nt: n15

(urratlria6nr o1zurl:vr"a3n)



tou'l

1ru't9lvtua{n1:

qruar.llifiyr-?h

Rfud'nBfuurofl'r!

qrudnu6uvrar,{1uta{ Erl.otinib 1 50 mg TabLets

Ertotinib 150 mg Ta btets
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QuadrivaLent Influenza Vaccine Injection

0.5 mL
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The lower confidence Limit is

not Less than 12 mcg HA,/0.5 mL

(24 mcg HA,/mL) of each strain

Less Than 200 lUlml.
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lnjection for Penfit[

lsophane Insulin Human Suspension 100 lUlmt in 3 mL lnjection for

PenflLL
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Not More Than 1.0%
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Not Less Than 80% in 45 mins

0:?0 1u

tl:vgrun::rnr:

nt 5l] n15

a)
(a.:fio)................... (.r/. .... ........ .. n run ,

(uramrTaf, nr olurJ:vlaig)



t0u'l
,uu'tnyoa{fl'l:

?5 Lt
*.!c

qruaxu0vrl Llj
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- fusay
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II
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Methotrexate 1000 mg in 10 m[ Injection

1000 mg in 10 m[
.t
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- a'riavalu!:1flarnr{o1a 1u 1 tro !:vnolriru Methotrexate Sodium
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Not More Than 0.4 EUlmg
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qrua'nuruutafl luto{ Motn upiravir 200 mg Capsutes

Motnuplravir 200 mg Capsules

200 mg
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- Assay
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- Uniformity of Dosage Units
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qfua'nuruslail1uta{ Sitver Sutfadiazine Cream 500 g

Sitver Sulfadiazine Cream 500 g

s00 g

dlaiuldnrauon

- ulniuetl? lu 100 g tJ:vnoudrueY?ul Silver Sulfadiazine 1 g

(|ok w / w) !r:alun'ttuutoaiu rl o.r riurral

- A u --.i, 'J -
- 0a'rnu5oron61:ri1fi!u'l:uqt0a1!fuvl'l.lu1, 1,u'10, ?5tt, La!vltlan, ?ut'lael

u:aluuunalu LltflLau

- iurrrr,qnuourddlrlorfiortririoun'jr 6 t6ou riutrnrjudluol

- ldentification

- Assay

- Minimum fill

-pH

- Microbial Enumeration Tests and

Tests for specified microorganism

- Total aerobic microbial count

- Total combined yeasts and

mo|.ds count

- Stophylococcus oureus

- Pseudomonos oeruginoso

- 5olmonello species

- Escherichio coLi

05?0 1U

90.0 - 110.0% LA

0:?n 1u

4.0 - 7.0

Not More fhan 23 cfu/g

Not More Than 10 cfulg

Absence

Absence

Absence

Absence
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qrufrnurustay{1r1|a{ Sodium Fusidate 20 mg g in 15 g Ointment

Sodium Fusidate 20 mg/g in 15 g Ointment

20 mg/g in 15 g

drviuldarauon

- urdd{ lu t g rJ:vnoudrun'rul Sodium Fusidate 20 mg u::{uraaoo

ava!ruulr!oauyl
- A ! 14u 'J -

- oalnv50r0na'r:fl'rf1uu1:u!t0a'lllrur1{u'1, 1lu'191, ?0 Lt, tat Hael,

|.,9U
lUr.ramu5a'tut4llo 01u t?tntau

- )'' u ,,,
- iulrrJoa'rura{urra{ oufl0{ltJuoun1l 6 tnou uu01n?u6ntJ01J

- tdentification ,l:?or.i1u

- Assay 92.5 - 107.5% LA

- Total Organic lmpurities Not More Than 4.0

,J(a{r0).

(a.it0l. n:5 n15

n5: n1:(a ir0)
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(urern"rn: o'rariufi)
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nfldnr*rugtov{rstal Sucratfate 1 g '5 m[ in 240 m[ oral Suspension

)-fioar Sucratfate 1 g/5 mt in 240 mL Ora[ Suspension

ru1ndfra.in1: 1 g/5 mt in 240 ml.

16 Lt alv:uluulvvl'lu

Rruaur6rTrhl - urtirutrunvnou tu 5 mL rl:vnouriro Sucratfate 1 g tt::olunrtuvtloaivr

- oaln iotonal:rirniuur :vrldoarrTrgurlur, turo, i61d, ratdHisr, iual6ovio

iur,rlnorql{{arrou

- t-uvrnoru'uolurdei.:roufro{ririoun'ir 6 r6ou riuorniuti.llou

Qrudnuruvronrv - ldentiflcation

- Assay Sucralfate

- Acid neutraUzation equlva[ent

per 5 m[ of suspension

-pH

(a{10)
Aft

(ulul\uo Lrn?ql:trus)

(a.rdo)

(urufin: oilariud)

(a.it0).

(ur.:amrTaf, nr o1zurJ:vuaig)

sr:'lo ru

90.0 - 110.0% LA

Not Less Than 12 meq

4.0 - 6.0

r..l:votun::lnr:

n:51.lfl15

n55l.jn 1:
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qrudnuruvrar,rr;tor Tamoxifen 20 mg TabLets

Tamoxifen 20 mg Tablets

20 mg

drvirirrl:vlrru
- ulrio'tu t r,io r.J: v nor: oi't u Tamoxifen 20 mg u::{unrtuutnaivl

rlolri'u*a.r
eJuaatli-

- oa'rnv50t0na1:fl1fllJU'l5v!t041 ryll',].1u1, tju'lo, ?5lt, tatvtlafl, ?utla'l

v: o1u141ro 01 q L'rt0 t0u

-J- alvr]0r0rqt0{u1va.i!01Jvl0{ tluou n'l'l 6 tnau u!o'ln?ua{}J01J

- ldentiflcation

- Assay

- DissoLution

(a$io) u&

(urofiio urirqr::ruv)

(ar6o)............

(urofin: oiariuli)

(urlar':u"ainr olurJ:vraig)

9r:?8 ru1U

90.0 - 110.0% LA

Not Less Than 70% (Q) fR in

45 minutes
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Rrua"nErusroYrlv - ldentiflcatlon

- Assay

- Ammonia

(a{r0) N/

(urufifro rfi?q1:rruu)

(a.rdo)

(urufiin: o'rariuri)

(a.:r0).

(urarrfaBnr o!ru!iv KBI)

qil8'nuruutov{1ufl4{ Urea 1Oo cream 150 g

Urea 10% cream 150 g

150 g

drvirl{nruuan

- u1n;! tu 1 g rl:vnourirodrul Urea 1oo mg rlrrl'lunltuutloaivl
- J u ^.r,. J -

- oalnv5orona'r5filr'l-uul rvlt0a1r.lryvl'l.lu'], t u'lo, ?0 Lt, tatvlria,l, ?u a0vl0

rnr,,ruoorql{{orou
- J t v \ te

- iulrrnalut0{u1vt6{u0u0la{ Lxu0u nl1 6 to0u uu0ln?u6.:ll01J

n:?ar.i1u

90.0 - 110.0 7o LA

Not More Than 2.0% with

respect to the content of urea

(Determined in assay)
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nl5! n 15
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