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qsudnufusloulsra{ 7 - 7.2o Amino Acid hjection 5OO mt

7 - 7.2% Amino Acid lnjection 500 m[

500 ml.

a'tlt:ultunttl aaqraaon'l
. !.,,--

- a1:ava'ru :lfiarnrtolalrjjid 1u 1 trrqu:snouri?u Totat Amino Acid

7 - 7.296 0nuiflndruto.r Essential Amino Acids > 60% rol Total Amino

Acids) u::{ur xutuldalhlnn.rirtila
r / v --e i -- 0a1nu:0r,0fr61tn1nuu1:Jut0a'rtruy11{u1, 1Ju19r, 20l,9, ta! Hafl, ?u ast

viaiuralerarqlit'orou
u.l

- ?uil!90'rql0.!u1ra{!01Jfl 0{lrluounl1 6 rd0u uunlniu6.ulou

- ldentification

-pH

- Particulate Matter

- Sterility

- BacteriaI Endotoxins

- fusay

- L- Leucine

- L- lsoteucine

- L- Vatine

- L- Lysine

- L- Threonine

- L- Tryptophan

- L- Methionine

- L- Phenytatanine

- L- Arginine

- L- Histidine

- Non-EssentiaI Amino Acid

,r:?sfl111

5.8 - 7.5

q12A 1U

fl:?ad'u

Not More Than 1.0 lUlmt

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

90.0 - 110.0%

n:?nil'nl

(ado).

(a{r0). ..n::!n'i:

U:vgrun::lnr:
(uraartru u.r6omr1)

(u'rero"n{ rr
(ado)...

. n:lr]n1:
(ur.:arr l"a6 n r o1ur.l:v raig)
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Ambroxol Hydrochtoride 30 mg Tabl.ets

30 mg

druiuiurl:vyrru

- tnuio 1u 1 dnil:cnou6'?un-?ur Ambroxot HydrochLoride 30 mg !::1
luuantioaiyt

- oarn utaronar:rirrYuur:vqdoarfryvrrur, rurn, i61t mrdffio, iua6n
uior"urilnaroli{orou

- irralnoT qta.rardei.rilousio{hidaan.jr 6 rdor riurrniudllou
- ldentification

- Assay

- Uniformity of Dosage Units

- Disintegration

o:?aH1U

90.0-110.0%LA

n:roriru

Not More Than 30 mins

(ait0

(a{!0

).

(uruartro u,ta'olor1)

tJ:votun::lnr:

n:ttnl:).

(urodnri

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

u??rIu)

(urlatlfa6nr olurJ:vrai5)

n:: fr1t



{0u1

1511

1U',t0fin0.in1:

*n't
qfua!!nfl1LLl

Rfudnuruv[0a']!

nordflurullovr13ta{ Azathioprine 50 mg Tabtets

Azathioprine 50 mg Tabtets

50 mg

druiuiurJ:Yvrru

- utfinrn6oufleil 1u t rin rJ:snoupirer Azathioprine 50 mg u::{uur.r

unaur u0{nuuai
- r' v )-

- aaln$1oLofia1'n1nuu1,J\aaaufuz10u1, ?1]1n, ?0tt, ta??raran, ?ufl an

14t0?u14u9r0'tu [?to t0u
J.

- au14!O01U10':U11iA!!OljO0tLSJUOUn?1 6 [noU UUQIn2UA!U01J

- ldentification

- Assay

- Dissotution

- Uniformity of Dosage Units

(a.i10).

(uruartru nada.rnrl)

(a{!a).................

(urudnri

9r:? ar.j'lr.t

93.0 - 107.0% LA

Not Less Than 75%(Q) in 30 mins

n:?nr.i'ru

l:vorun::lnr:

n:i!n1:

nt5!n15(a.ir0)

(uraru-a6nr olurJ:vraig)

frr/'
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qsudnuilsloil1JUo{ Cefazotin 1 g for lniection

Cefazotin 1g for lnjection

1g

"td'llltuoor1r'l1raonta00ff 1uava6[tlnalrJtuo

- H{uTilr1fii1nrdo tu 1 'urnU:vnoufiru Cefazotin Sodium ililrru

rfisurvirrYu CefazoLin 1 g u::flunrtuvurdorJ:rqorntdo
- I u -..r y f a

- aaln Sai0naltfilttuti'l?cq?aa1rryfl1lt,1, ?!1n, ?ott, ta? Hao, ?l/flan

:02u14xn0'rq !?tornu
- i. v r,!

- iuullo01qto!u1fi6n!0!o0.ltlluoun?'l 6 loou uunln?ua{!0u

- ldentification tr:?nil1u

- Assay 90.0-115.0% LA

- pH 4.0 - 6.0

- Steritity n:?nBilu

- Bacteriat Endotoxins Not More Than 0.15 EUlmg

- Water Not More Than 6.0%

- Constituted Sotution n:?aailu

- Specific Rotation -70" - -24o

- Particutated Matter o:?nil1u

- Uniformity of Dosage Units fi:?0ii1u

(odo). {"' rJ':sorun::ljnr:

(urua!tre, na6o.ror1)

(a.!n0)..............

(a.riio)..

(wudn{yfi71afi)

(urrarrila6nr a1zurJ:rnig)

n::!n1:

..n::lJnr:
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qrudnurugroms

qrudnr*autonrs{os Cl,indamycin 600 mg in 4 mL lniection

Ctindamycin 600 mg in 4 mt lnjection

600 mg in 4 mt
.t

alit:uooL1t'trln aootaannlBacogltJlnal!tu0
J c,d.-d d

- 61:ava'lu L6rJ:1fla1flrto !tJ!40!Atua0{00u Lu I mt U:vn0!n?uo?u1

Cl,indamycin Phosphate rJiurrutfiulrvirn"u Ctindamycin 150 mg u::{u
I

,)1tucu1aaut1fi01nt?a
- a e -a, J -- 0a1nu50t0na15fi'rfIuu1:uqgoa1!ru 1.:u'1, 1u1o, ?0!!, talvlaan, ?uslagl

vto?uvroalu LlxoIau

J,
-'t-ur.,r!oaluna{u1fra.:!aun0{ttuaun?1 6 tn0u uunln?ua{llolr

- ldentification

- Assay

- Particutate Matter

-pH

- Steritity

- Baderial Endotoxins

(a.:t0)..

(uruartra uaf,o'ror1)

(a{ra).

9l:1n9i1U

90.0 - 120.0% LA

n:?aai1u

5.5 - 7.0

o:?nai1u

Not More Than 0.58 EUlmg

!:vorun::lnr:

n:: n'n

n:5!n1t

(urot'nri

(a.i!0).

(utarrfiadnr o1uil:vrai!)

d.-/
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ttu Capsul.e Contain Liquid

- ldentification

- Assay

- Dissotution

uiotflu Capsute Contain powder

qsudnurugtofl r;ra{ CycLosporine 100 mg Capsul.es

Cyctosporine 100 mg Capsutes

100 mg

dt,tiuiurl:vvrru

- uruntJga'tu 1 unJ?ail:vn0!ri?usl-?u,) CycLosporine 100 mg !::11u
nrtlctoaiyr rJolrYuua.r

- oalnuislon61rrirfitur:uldoanirgn.tiu.t, tuln, i61d, raudru6o, iln6n
14:0?U?uto01q !?torau

o)
- ?u?urero'rqro.tu1$anuaun0.iUuaun.l.l 6 rGou riurrniudluou

- ldentification

- Assay

- Dissotution

- Water Determination

n:roriru

90.0 - 110.0% LA

Att of The Capsutes Tests Rupture

in Not More Than 15 minutes

n:?nri'l!

90.0 - 110.0% LA

Not Less Than 80%(Q) in 90 mins

Not More Than 3.5%

tl:votun::lnt:

nt:!n'')l

n::!n1t

(a.rtJo).

(urualtru 116o.ro11)

(a!r0).............

(urudn{ uriiiod)
(a{r0)..................

(utarrriadnr a1zurJ:vrai5)
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t0u't Recombinant-Human Erythropoietin (Epoetin Beta) 30,000 Units Injection

in Pre-fil.ted Syringe

30,000 Units in 0.6 m[

in nirld'fi ruri.:rai olriyrrlraaon G onrir

- alrflrnluUr'tflo'rnti{o 1 11609l (0.6 mt) U:snouri,ltrn'rur Recombinant-

Human Erythropoietin (Epoetin Beta) 30,000 Units u::{un:vuBnu::l
rirurtrioudo

- aainx;oronar:rirn"uur:vrldoarrirgfi 1{u.l, ru.lo, i61t raria6n, iuai6sr

uioiuulnorqlidorw

- iuurioorqrolurdd.ruousio.rlrifotrn.ir 6 rdou rjurrn{ud.ruor
qrua"nurustay,ilv - ldentiflcation

- Content of Protein

- Potency

-pH

- Steritity

- Particutate Matter

- Bacteriat Endotoxins

- Uniformity of Dosage Units

9r:20H1U

90.0 - 110.0%

80.0 - i25.0% of Labet Cl.aim

7.0 - 7.4

n:?arilu

flr?aai'rtl

Less Than 0.25 EUl1000 lU

o:?nH'lu

(a.!r0) !:corun::!nr:
(uruattrru run'omr1)

ta da1..............,.. €^.. 1................ n::un r :
(urudnri n1?diifld)

(a$io) 0 n5: nt:
(ur.:atlfaa nr ayurJ:vraig)

30.000 Units lnjection in pre-fit(ed Syringe
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ROrariunvl? [lJ
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for lnjection

Recombinant Human Coagutation Factor Vlll 500 lU for lnjection

500 ru

a1U:UOnt?1UA00ta000''l

- ar.rtnrl:raornt{o 1 nio il:unoud?u Recombinant Human Coagutation

Factor Vtll 500 lU u::llunltuvurisr{:retqrnr{o n{ouoi'i1{ravalu Sterite

Water for lnjection 2 ml. uavqr.Jn:nidliliuilaru1
. i u ^4 tl J -

- oalnuSorona'r:fi1flut ']rvqtoal!fuvl'1.!u1, 1u1o, ?0[t, ta!r&an, ?u atl

t,r50?ur4uo01u t2to tnu
J,-'ru rJn01utaiu11.a{!0un0tuluoun?'l 6 lnou uualn?ua{!01J

- Potenry

- Specific Activity

- Sol.ubitity

- Moisture

- SteriLity

-pH

- Total Protein

- BacteriaI Endotoxins

- Protein Aggregates

(a.it0)

400 - 600 lU,/viat

4,000 - 10,000 lu/mg Protein

3 1 minute

< 1.0%

nr?s',i1u

6.7 - 7.3

> 40 pglviat

< 1.0 EU/mt

(Reconstituted Product)

< 1.0%

:vorun::lnt:

n:5!n1:

nl: n1:

(uruartru uada.rorl)

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

(urudn{ nrliiinni)
(ado)

(u'r.:aT':ria6 nr olurl:v raig)

qildnufus[oil1s$a{ Recombinant Human Coagutation Factor Vlll 500 lU



qru#nun*tonr;tas Hydratazine Hydrochl.oride 50 mg Tabtets

toBl

'UU10 UA.:n1:

2fitt

qruarffiri:trl

Rrua'nuruvrorrv

Hydratazine Hydrochtoride 50 mg Tabtets

50 mg

dtaiuiurl:vvrru

- ulEn 1u 1 rlo r-J:unouo?ufr?u1 Hydratazine Hydrochtoride 50 mg

u::0 Lunl{uvuoalvl uav!a{nuua{
a u -4r .J -- 0a1nut0r0na1:fi 1n!u'r1vLJr0alllclJvr1.ru1, tu.ro, ?0!t, la1rrHa0, ?uHafl

11tO?U14lln01q [?to !nu

-)- au14uoo1tlto.iu1vra{!0uno{Uuounl1 6 toou uualn?ua.llou

- ldentification

- fusay

- Uniformity of Dosage Units

- Dissotution

m:roairu

90.0 - 110.0% LA

01?aii'ru

Not Less Than 75%(Q) in 45 mins

rJ:cotun::!nt:

nt:!n15

olSun'r:

(a$io). {//

(urualtru rv6o.:or1)

(a.i!0)...............

(!lUAnU

(a.riio).

(urarrriaf, nr olul:viaig)



t0u'r

JUSU

nardnrfu;toY{rvlaq Recombinant-Human EMhropoietin (Epoetin Al,fa)

4.000 Units for lnjection

1lt 1ftyt9l0 '! n 15

Recombinant-Human Erythropoietin (Epoetin ALfa) 4,000 Units for lnjection

4,000 Units
c u a yqyJ -a'tx:uqo[u l9ltufl ?1,1u{ uav0tt tl'l1ra00 ta 0fr9i'r

-.i,'a,qEuarJ!ovr? lu
.2

- it'!u1!:1fln1nrio lu 1 uo rJ:cnoudru Recombinant-Human Erythropoietin

(Epoetin Atfa) 4,00o Units urrllurri?uculdau:,rfio1n.C8
w J r, ,.i -- 0a1nvt0I0na't:n1nuu'r:sutoaufuvl1.tu'r, lJ1J1t], ?ELt, tatvlrian, ?uriaoyto

luvutnolqtltolnu
-d- ?ulrrJoo1tl1,0{u1yl6.llJ0rrn0t ujuoun?'r 6 [nau u!n1fl aua{r]oll

q a"nufuu(ofl1u - Appearance

- lmmunoassay

- Dissotution

-pH

- Water

- Steritity

- BacteriaI fndotoxins

- Aggregate

(a.:iio)

fl:?nailu

3,200 - 5,000 mg/vial.

Not More Than 3 minutes

6.4 - 7.4

Not More Than 4.0% w/w

nr?ori1!

Less Than 20 lul10,000 lU of Erythropoietin

Not More Than 2.0%

U:vorun::rinr:

(uruauuu ril6o.!!r1)

(aria).

n:TIn',t:

n:5r.Jn''r5

(urudnd nr:iliiru{)

(ur.rar':rTa6nr o1zurj:v rig)

ta$a1......,........,2*
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qfudnu0ruroyrlulo { Levetiracetam 5OO m g Tabl.ets

Levetiracetam 500 mg Tablets

500 mg

dt,rYuiurJ:vrru

- urrfinrn6oufldl 1u t uic!:vnoud'lu Levetiracetam 500 mg !r:11u

nrturiloflivr (Tight container)
w .l v a4r, .l -- oa')n14:0r0na'r:fl1fluu"r:vlt0a1!qvl'r.!u1, 1u1o, '16lt, lal,Tflan, ?urJaq

,tt02ut4!o0'tu l?tor0u
.t,

- ?ul.[ro0']qno.tu1fla{!0un0.rltJuoun?1 6 lo0u LJUa'ln?ua{!0u

- ldentification

- Assay

- Uniformity of Dosage Units

- Dissotution

Test 1:

yio Test 2:

yia Test 3:

- Organic lmpurities

- Levetiracetam Acid

9t:?tH'tu

90.0 - 110.0% LA

n:?oal'tLt

Not Less Than 70%(Q) after 15 mins

Not Less Than 80%(Q) after 15 mins

Not Less Than 80%(Q) after 30 mins

Not More Than 0.3%

l:vIrun::lnr:

(2-Pynotidone-N-Butyric Acid raio

(512{2-OxopynoIidin- 1 -yl.)Butanoic Acid)

- Any lndividual Unspecified Not More Than 0.1%

Degradation Product

- Total lmpurities Not More Than 0.6%

url1ur14E

n:dt!'ltiurd'uulu (originat) hiuaolr.ra"ngrunr:finurvrtniinluulud (Ctinical. triat) $on
) - r - ,{ -- ,u'l lauotutuut?lulJflljU'l0uuu1J7l[ao.i?',]ilanrirunru:!avl6r{arvtlrfruxduulduutru uaJuaqqdoxa

n?'l!uaanrYuro.:nr:lturlurar!.roirn::ri a1na0r!-u6uvrlildso.rridrravfia,rrilunl:sr'frrrirHuur j
'[urr:ar:flrcnr:unvrtidfi:rudolugru{ora pubmed, 5copus, Embase uio.rr:ar:do-clirlflu:rt
ivrura'adr 1 lurJ:vrunluu

(a.rdo)

(urualtru ua6o.rm1)

(awro) n:::Jn1:

(uru{nri r u??0ltu)

(a.it0)........... n::tjn1l

d,.v

(urlarrfin6nr olur.J:vraig)



10u't

uultlvt00.in1t

10 Lr

qru6x!nuJ2t!

qrua"nufuvra lv

Manidipine Hydrochtoride 20 mg Tabl.ets

20 mg

dt,riuirrJ:vvuu
c.

- ultlq U 1 rno!:vn0utr?ud?U1 Manidipine Hydrochtoride 20 mg u1:l

lunrtuvtoaivr
- r' ! a..rr J -- o6lnvSotona'1rfl1fl11tJ1:c\ado61xfuT1ru1, lu1q, 16It, ral$Ha9l, ?1tr,{an

:a?! !no1u l2norou
J,

- ?u14r.lo01qt0{u1yra{ 01Jfl0{uruounl1 6 toou !L01n':ua{!0u

xrJ1utl4E

nrt[bflnu16uu!u (Originat) }iuan.:udntunr:iinurfl1{nefin1ulluti (CtinicaL triat) to,l
J d d d -- , - u J .tulvirau0tU:uutyru!nuu't0uuulJylllao{2lnaflrirunrJU:v4 6,{aryt.lrfrutd'uurduunu n1na01u1uoufr

ll1ti.ua':uidyruavdo.:rirunr:ofirn{HUufi:1u?.rraliyrrlnr:urmrifii:rudolgrudo4a pubmed,

J- " <
Scopus, Embase uSom:ar:frontirlou:rtirura"urirl 1 lutl:vrvrrlvru

(ado). 7,r' !:vorun::lnr:
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