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qrue'nufuu[ar,nu{a{ O.9o Sodium Chl.oride lnjection 5 ml.

0.90lo Sodium Ch[oride lnjectlon 5 mL

5m[

Lll1l vehicLe a1U51lU',tAO

, i" ,,--
- a1:asa1uli1no1ntfro'[a lilfifi r]:cnou6'ru Sodium ChLoride a?rttrdr]{u

0.9% u.J'ro 5 mL r::{unrtuyy'{a1aAnlr1fin1nrdo
- J J.

- aa1nu50t0na'rtfl'ln!u] :v1Jt0a1 6uyniu1, t]u'ro, ?011,, [a1yzuan, 1!6]a9l

v:01uru00'tu LltoL0u

-)-'tuv o0'lu1j0.iu111a.i:J0!oo.i Ll]uoun?1 6 rfi0u ulJ0Tfl 'tl"a{}]olJ

- ldentification

- Assay

-pH

- Sterility

- Bacterial Endotoxins

- Particulate Matter

- lron

- Heavy metal

uio ELementaL lmpurities

.)
(a{10)

(a.ir0).

ta{r0).

An

(uler1,{un ttn?E1::ruv)

(ulur.r':n5 0{a!ul1)

(uramfaFnr opurJ:vuaig)

er5?or.i'ru

95.0 - 105.00/6 LA

4.5 - 7.0

fl51nil1x

Not More Than 0.5 EUlmL

91t?021U

Not lr,4ore Than 2 ppm

9t5',ra''i1!

tJ:sotun::lnt:

nSt nlt

n55}J n15
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Metered Dose lnhaler

lpratropium Br 0.02 mg and Fenoterot HBr 0.05 mg/dose lvletered Dose Inhater

lpratropium Br 0.02 mg and Fenoterol HBr 0.05 mg/dose 200 dose riotro

ritaYrr^iu - aoll'rnlln

- nliri!6o t n:s{ !:vnoldru lpratropium Br 0.02 mg uau Fenoterol HBr

o.o5 mg r::{utrorirra:-uviu4o

- aalnu1orondl:rirrYlur:vrldoarrirgvl{rl1, lru'ro, id[d, ratfi zu6n, iuzufr n

utaluulroolU L?llo tou
J,

- iuvroalu%o{Llvta.u.ro!sro{ L!1"0un?1 6 tfiou uu0Tn1!6{ 01J

- ldentiflcation

- Assay (per gram)

- lpratropium Br

- Fenoterot HBr

- Uniformity of Metered Dose

- Water Content

- Pressure

- Number of lr4etered Dose

- Leakage Rate

(air0)
W

U:vorun::rnr:

(lrufiio rudrqr::ruv)

-J
(a{uo). n 5:! n1:

(rroa-rn: o'sau-ul4)

n5't0tJ''tu

0.374 - 0.414 mg

0.892 - 0.986 mg

nr?ar,j'ru

1.4 - 7.70k

4.5 - 5.5 bar

er:?o r.i1u

ni? aiil!

(ariio) nSt nlt
(urlamfiai nr o:rurJ:v laig)

qfu#nuruslail1stJo{ lpratropium Br 0.02 mg and Fenoterol HBr 0.05 mg '^se

v
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Clopidogre[ 75 mg Tablets

75 mg

dryilir:rJ:vyrru

- urrfinrndorilail 1u 1 doU:vnordruoi'rur Clopidogrel 75 mg r::1'tu

nlruu!rsltoaivl
v ) J-

- aalnv50L0na15n1n!erl:u1.ltoa1 ry 1.ru'r, lru'ro, ?0tt, raflvrua0, lur.rao

u:a'rLv:]o0't u Llto L0u

- irrurr',rqorourdeilrouoioilririoun'jl 6 t6ou fiorniuduol
- ldentification

- Assay

- Uniformity of Dosage Units

- DissoLution

- lmpurities

Compound A

Compound C

Any Other Singte lmpurities

TotaI lmpurities

9E?8411!

90.0 - 110.0% LA

rlt?or.i'tu

Not Less Than 800,6(Q)

after 30 minutes

Not More fhan 7.2o/o

Not [,4ore Than 1.570

Not lvlore Than 0.2%

Not More fhan 2.5o/o

v lutvq

n:dtl'ltiuroiuuur- (origina[) siorfizuanr:vroao{uao.i!rvav6tJanr:inurvta6intolerrlu

rior.j.:'L{ acute coronary syndrome ti'l non-st segment etevation myocardial infarction,

unstabte angina, st segment etevation myocardial infarction mslth{!?ud1?i Stent vdrnr:lir
.,J -ru- 

:,[upercutaneous coronary interventlon 01na0M]0l.JvlL! Ltfl0.rl.Jiuvuavfl0{ru'rufl'r50lv1}l11ltlu LtYl'

.;a J o Jv os
?1i415fl1{n1rLr1lurifrfi:rerfio'Luqrudo4a Pubmed, Scopus, Embase v5ofl:arrfro"olir'[ou:rt-

iyrura-usirr 1lu!:vrvrdvru yiJfluir:ovjrzu6orfiruqiurduzu6oiou{zu6nu6ornluraio1rluniou6urn'u,

a9]5n151JltaunSvu']un1tHafl [0u1nufl !u']9ruttLllJ

,J(a{r0) ..rl:corun:: nr:

(a{t0)... ..n55!n15

(lr al-r n: .ia!uvl

(a{s01..... n55 n1i

(ux6ml-aFnr oqrurJ:v uaig)

qsudnufuu rav{1u1ro{ Cl.opidogre l. 75 m g Tabl,ets

blv

(urufifio uuira'l::ruv)

b-d--



qrua'nuruvtavlrvto.t Enoxaparin Sodium 60 mg in 0.6 mI lnjection

!
lJOU'r

?D L1J

lJU',rfi119t0.in1:

-oolq,qilail!0]v? LLJ

nfuanuilutflv!'ru--l-

Enoxaparin Sodium 60 mg in 0.6 m|. lnjection

60 mg in 0.6 m[
I yqv^ v 4 o

ao t?1 Ln r.l?vu{ LLauva 0fl ta00ft'r

- a 1 : a u a r u rJ : r s o r n rdok hi fi f, fi r f; ua 6 o I ej o u r.J : v n o u rir u 6'r a r iir rYry

Enoxaparin Sodium 60 mg in 0.6 m[ u::n"Lun1$uu1J::ou'rAorJ:rnornrdo

ttuu Single dose container
4o-A

- aarnySo ro nal:rir n-u u1:uqfi oa1:iryur ur, ru'ro, iffLd, raufi zufi rr, iurudn
4 U \VU

14:01U14tJ9l0',r U L?lJn tAUI

- j t v \1 tv t - 4 v u I

- ?u14ilA01 Ut0{U',]vra{}J0! n0{ Ll]u0 u n?1 6 raou u1J01 n?ua{il0ut

- ldentification

- Anti-Xa Activity in lUlm[

- Anti-lla Activity in lUlmI

-pH

- Sterility

- BacteriaI Endotoxins

- Particulate N4atter

- Ratio Anti-Xa/Anti-lla

n:?ail1u

9000 - 11000

2000 - 3s00

5.5 - 7.s
I

rl:?421u

Less Than 100 EUlmL

rl:?or.i1u

3.3 - 5.3

1,1l.l1Ut14E

n:fih'ldurrfruull (originat.) triuaoua#ngrunr:finulvrl.inAfintu:l1ud (C|.inical. trial) tot
i,d1uYAu44rduy-<'j

ulyttauotu:uutyru!nuulrlul'luuylLtao.i']'t9ianflruflill.Jlvav5r,raLil'lLvluilnuulflutLlJU a1nffn1!uouvr
V o r Y t da I
Lil Lttowirgyrtauno'ir,r'runl:n?\:Jatr,rutn\:'Lu?1:?J1:r11{n1:Ltvlilddfi:ludoluqrurio:;a Pubmed,{u

Scopus, Em base utorr:ar:fi 6'pnirTn a:rtiv ura-u rirr 1 
"LurJ:v tr ntvr u

.J
(a{r0). W l:vorun::rnr:

(urufifio urirqr::ruv)

,J(a{10). n::ilfl1:

(urufiin: d'rariuli')

(ardo)............... n::iln1:

(uxarr:r-afi nr o:rur.J :v raig)

I
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qrual.rlfirihtrl

qru#npilsravrrv

qru#nurustav{rvtot Heparin Sodium 5,000 lU I in 5 ml lnjection

Heparin Sodium 5,000 lUlml in 5 ml. lnjection

5,000 lUlm|. in 5 ml.

9 U d Y d o 4 d YqY^ a
a1u:1Jfl fi tlj',tvr''r{ua00 ta 0q o1y:o00 LlJ1 [n t,l?yu{

- al:auaru!:rnornrdotatrifif, lu t m[ rJ:vnoldru Heparin sodium

5,000 lU r::flunrtuvurdnrJ:rno'.rn,d,
4 o v J v ady J ^- aalny:8t0na't:n1nuu1:vqnoa1ilruy1.iu1, ljula, ?5 Lu, [atilr,lan, ?uriarl

4 q \4vv
14:0',tu14}JO01 U L?1'n !AUI

v j t v \ tv r , a u v t

- 1U141]9101 UlJ0{U1vr6{}J0! r] 0{ L}]Uo U nX 1 6 [nou UU01 n?UA{}J0U
I

- ldentification

- Assay

-pH

- Uniformity of Dosage Units

- SteriLity

- BacteriaI Endotoxins

(a{r0).
blY

(urufifio uri:qr::ruv)

(ardo)..........,

nr?ail1u

90.0 - 110.0%o LA

5.0 - 7.5

n:xs,.i'ru

n:?ril'tu

Not More Than 0.03 EUlHeparin Unit

rJ:vorun::rnr:

...................n:::Jn1:

(urufiin: d'rariud)

,J(a{r0). C"u/"""""""""""'
(urqarr:Iafi nr opJ:v raig)

..n::iln1:



qru#nufuuLaillutlo{ Labetal.ot HydrochLoride 100 mg in 20 mt lniection

lJOU1

Av
flu10ytFt0{n't:

?511

qruarflffifr'rtrl

Qrud'nuruvuqflry

Labeta[ol Hydrochtoride 100 mg in 20 ml. lnjection

100 mg in 20 mt
OUdYA

a'1il:u fl fi t1J1yt''l {ua o n ta 0 0 911

- ff l:a sal uil:rnorn rdok tilfi f, fi lf, rua'oleiou "[u 1 rrrr il:vnou frr u

Labetal'o[ HydrochLoride 100 mg rJiurn: 20 ml. l::n"[unrruyu::au.t
4,&
aflu:1fia1nrt0

d o u- J - ad,s i ^- aalny:o t0 fl a1:n1 nu u't:uut0a1il6uyt1.t u1, lju']0, i6 Lt, tatytruam, tnridsl1s

d u UYU
14:0?UylJ9l0't u L?t0 tauI

y J, v \ ty d q v t- ?u14rJq01rJ1J0{ UlmA{}J0U n0.i L1JU0 U n?1 6 L00U UU A1 niUaUOUI

- ldentification

- Assay

- Bacterial Endotoxins

-pH

- Steril.ity

(a{lJ0). Wr'

(urufifio urirqr::ruv)

,J
(a{r0).......

(urufiin: 6'rariufi)

n:x0r.i'tu

90.0 - 110.0%o LA

Not lt4ore Than 1.2 EUlmg

3.0 - 4.5

n:xoilru

rJ:vorun::lnr:

..n:::Jn1:

(ar{io)......... O...................n::}Jn1:

(uxam#afi n1 o?ruilTv raig)
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Latanoprost 0.005%o w/v Eye Drops

0.005o/o w/v in 2.5 m[

ldriryiuuuoonr
I " ,,--

- arrasaTull'rflornrfrola hjif, tl 1 mL liynol]dtun-1ul Latanoprost

50 mcg r::1'[unlruy?i114i!u't14uooo]1!r1fl nlnrdo rJolniuual

- ! i_- QAlnv50t0na"Dfl1n!u15y!10a1!6uyl,t.tu'], tl.Jlfr, i5tt, tatrzuar, .1uzuaFl

v:o'tu14uo01u Llfloriu

- iururu',roorourdaiwor6'o{il{o0n'i1 6 L6o! rilorniudwou

q6uanurusrallly - ldentifrcation

- Assay of Latanoprost

- Assay of Benzalkonium ChLoride

- Acid of Latanoprost

-pH

- Sterility

- Particulate Matter

- Osmotatity 250 - 300 mOsmoUkg

u!"tut14E

n:dtl'lduroir.ulr.L (origina[) lvluaoludnmunr:finurrr{nafrn'hln{ud (Ctinicat triat) tol
d,owA

ulvtLau0[1J5u1.]Lvru!n!u1n!tt1.J1.]ytLan{'1'tr.laflrlfuct 1.Jtydyl56taLyt1tfiuil n!u1fl!Ltw hnltaon?1
v .r I a j .jc.,ouannlLutfin n1::nlsTLtFrn0 ! !tlo uavnTiSnuln0u!r.J!!0 01nflo1uLoufr L}.J Lttrorlsltyttay

a .)d J o
910.ir,r1un1:r?!t.]yttr,JUrryl: Lu't1:a't:yt1{n'Ertllytuylll51ut0 LuIlutoila Pubmed, scopus, Embase

< !. .sv5orr:ar:fr dolirlou:rriyrurdarirr 1'[urJ:vurolvru

(a.ir0) lArr !:sorln:tlnt:
(urufrfio u61q?ri6uv)

(a{r0) ......n:: n15

(lrufirn: 6'rariufi)

0t?ar'r1u

90.0 - 106.00/6 LA

90.0 - 110.070 LA

Not More Than 1.5 mcg/ml

6.5 - 6.9

015100.j'lu

rl t't a 0J 11.J

(a.it0). c n i5I.rn1:

(urramn"aanr oqru!ivrail)

rFu#nr*rusravlrytal Latanoprost 0.0057o w ,Eye Drops
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Levetiracetam 500 mg Tablets

500 mg

drraiuir.lr.l:svru
dA a,

- u'r$]9rtfla0!v'{a1l tu 1 t oltcnolJo?u Levet racetam 500 mg !rr1Lu

n1{ustln6frvr (Ti ght container)
u ! u -11 e f,-

- aa1nu50t0na'Hn1n!u1:vut0al 6lJvn{u'r, 1u1o, 1011, Lal,urJao, ?u ao

145o',tUvtJOO1U t?{O L0U

J,
- 'tul.irJoo1qto{u111a.i 0!9r0i tr]uou n?'t 6 [flou uL01n?ua{}Jolj

- ldentification

- Assay

- Uniformity of Dosage Unlts

- DissoIution

Test 1:

Test 2:

Test 3:

- Organic lmpurities

- Levetiracetam Acid

- Any lndividual Unspecified

Degradation Product

- Total Impurities

05?a 1u

90.0 - 110.0% LA

nt?a 1u

Not Less Than 70026(Q) after 15 mins

Not Less Than 800/o(Q) after 15 mins

Not Less Than 80%(Q) after 30 mins

Not More Than 0.3%

Not lVlore Than 0.10lo

141J',]U 1144

n:dtl'tdurd'uuur (Original) lfruaorua'nmunr:finvrurn6f,nlulquti (CIinical triat) tor
J,d,;

ulvtau0 tlJSulJtvru!n! ul0utt1J1J11rtaq.i?lzuaFnfucr!lJlv6vr0Natv'rtyru n!u10tuttlrlJ [Lavttan{fl0 a

- y J i.o,
o11l.r!aoon"uto{nr: [rlur'Lurar!rn"rn::ii ornanrfudr:frlrl Ltrolr5rivuavciow.rrunr:6frlnuzu u uyii
o rJ- J o"[urr:ar:yrrnrtr"ry,{flr]frili1ufio'LuIludo a Pubmed, Scopus, Embase uiorr:ar:fid'olirlnu:rt

ilrura'urirr 1 lutJ:vuvrdvr u

(a.ir0)
W

....t]:vorln::rnr:

(1.J',rUV',{U0 ttn'tql5tfus)

(a {r0)............. n::t] n l5

(urufin: il')
.;
(a.rt0) ntttJ n't:

(lrlarrfaF n r o lrurJ:v laig)

qat#nuruvtail'rrto.: Levetiracetam 500 mg Tabl,ets

Not lVlore Than 0.60lo
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Levetiracetam 100 mg/ml ln 5 m[ Injection

100 mg/ml in 5 mL

a1v:lJvuotI1yt1.l aootaooo'r
,3",,-.

- aliaya'rulirplolnrfio 'La 1rjfif, 1! t mt rl:vnor:riro Levetiracetam 100 mg
,t

1rl:0 Lufl 'ttlus ulao! :'rfl01 n Lfl a

v A v a.ae J -- aa'rfl14t0t0na1tnln!u1:c1]fl0a1 tuyt1.iu'], l,l.J'tfi,?5[1, ralrzuarl,'1u2d9]

v50?l.Jvr.Jfr01 u Llra L01-l

-J- xuyu9101u1J0.iu"rIa{!o!r]0{ L u0unl1 6 retou U!o1niua{}]olJ

- ldentification

- Assay

-pH

- Sterility

- Bacterial Endotoxins

- Particulate Matters

- lmpurities

Levetiracetam Acid

Any IndividuaL Unspecifi ed

Degradation Product

TotaL Impurities

05?a9.J1U

90.0 - 110.0% LA

5.0 - 6.0

rlt?o,.i1u

Not More Than 0.175 EUlmg

fi5',t0il1u

Not More Than 0.30,6

Not More Than 0.170

Not More Than 1.00/o

yr]'tutuq

n:nitflduroiuuruu (origina t) hi'uaorua-nilunllAnulyr.rnainhrrl1ud (CtinicaL triat) to.l
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Piperacillin 4 g and Tazobactam 500 mg/vial

a1v:!ao[1J1ya0f]Laooo't
,!

- r.r{u1!:1fi arnrto Au?0-{at't?oonrudo{dou lu 1 rrol:vnouriru

Piperaclllin 4 g rrau Tazobactam 500 mg llirllur?ou1dolirflarnr{o
- e - a4tv J-- aa1nu50L0na1:n'tn!u15y!t0a1 6lJyl't{u't, luln, i0Lt, ratrriaa, iu

,,JAAUl0?U14!A01 U L?lJn rnU

- iuvs.Jnoruro.iu#eirlolc{orhirioun'i1 6 16ou rilorniudruor;

1ll.J 10 yr 9t 0 { n 15

?E LlJ

*.]q

n ar]!0r111111

qruanufuv rflll'ry - ldentiflcation

- Assay

- PiperaciLLin

- Tazobactam

- Constituted SoLution

-pH

- Water

- BacteriaL Endotoxins

0 t't a rJ 11.J

- Sterility

- ParticuLate Matter

- Uniformity of Dosage Units

- Any lndividuaI Unspecified

lmpurity

- Totat lmpurities

(lotttv procedure 1)

y 'tuLy0l

n:fililttjar6'uuw (origina[) l#uaorufinmrnr:finuryr1.ioafrn1uxr1iuri (CIinical triaL) ro.r
jdea

u1fr tauot!5u! tfr0uri!u16'um.lLlvltr6o.i?lrianrruq !iuayEruaryilrfiulrYuuroiutrw a'rnanlfludu

fil1'lrirowiriyuav6'orr.irunr:n'firrir,.]urL i1u1.r:6.r:yr1{nlirLayddfirlu6olumurioqa pubmed,

c.v.s
Scopus, Embase ySorr:ar:fr o'olirlou:lriyrla'uri'r{ 1 lurJ:vrvrolvru

l)n
r.J:sorun::lnr: (arfio) nrrsrnli (a.tdo). a ........n5:!n1:

90.0 - 110.0% LA

90.0 - 110.0% LA

str?a il11-l

5.0 - 7.0

Not More f f,an 2.5ok

Not More Than 0.08 EU/mg of

Piperaci[|.in + Tazobactam

r1r?or.i1u

rl t?or.i1u

er51or.i1u

Not [,4ore Than 1.00/o

Not lt4ore Than 5.070

(l.J1UviuO LLnla?55fXs) (ururirn: d"lariuli') (ltarrfiaFnr olrurJ:vraig)

(a.it0)...


