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4rua-nuruvral,rrvrot 6Dlo HydroxyslhyL Starch in 500 m[ Injection

d
tou't

11.r',tflyl0 0{ nr5

?51lJ

nruarffif'rtrl

n anutusray'l1v

6% Hydroxyethyl Starch in 500 mL ln.jection

500 mL

drviuv a o rdrua oo 16oorir
i,t \,oo !- aliaualu!:lproln rta La Lt a liio Lunlt1.yLlaolttfii.rnrto

lur.Jirrn: 1000 fr a66m: tj:vnouriro

Po[y (0-2-hydroxyethyl) starch MW 13O,OO0

Sodium ch[oride

6og

9g
J v a4tu J-- aalnu:ot0nartfl1n!u'Dstrtoa1l.]ryyt't,lu1, tu1o, ioLt, ratyrruao, iueldsr

raioiuyloorul{,ir'orou
-J- ?L141001u1,0{e,rya{ 01.JyI0{ utuou n?l 6 rnoll r]uornrnauou

- ldentification

- Assay

Hydroxyethyl Starch MW 130,000 95.0-105.0 7o LA

(57.0-63.0 g/L)

95.0-105.0 7o LA

{J46.3-161.7 mmoUL)

95.0-105.0 7o LA

{fL46.3-161.7 mmoVL)

4.0 - 5.5

n:roe.iru

triufiu 0.1 l.E./ml.

rl 5'1ori'ru

Sodium

ChLoride

I/
r..l:cotun:t nt:

(urufifro tufix6?irtuu)

(a{t0) fl5tlJ nlt
(lrul-rn: d'lariufi)

(a{r0). ntS n'r:

01510 21l.J

-pH

- Sterility

- Bacterial Endotoxins

- Particu[ate lr4atter

(urtarra-ai nr otrul :v Lain)

(a{r0)...
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Ft anu staTt'tv

Disoproxil Fumarate 300 mg Tabtets

Dolutegravir 50 mg ttas Lamivudine 300 mg Ltav Tenofovir

Disoproxil Fumarate 300 mg Tablets

Dotutegravir 50 mg Ltav Lamivudine 300 mg rray Tenofovir

Disoproxil Fumarate 300 mg

;iruilirrl:vlru
- urffio h t rfiorJ:vnordra Dotutegravir 50 mg ttns Lamivudine

300 mg ttas Tenofovir Disoproxil Fumarate 300 mg u::olunruuvtlo

aim

- aa'rnuioronaltrirfi'lur:vrldoarfrgyl't.iu'r, lru1o, idl{, ratdatan, ilrua'n

1450?t.rv oa'tu tlltorxu
J,-'tl]vuoo"ltlllo.iulya{uo!fi 0,i [tJ1.J0un?1 6 [9t0L !!01nrua{!.]o!

- ldentification o5lor.i'tu

- Assay

Lamivudine 285.00 - 315.00 mg

Tenofovir Disoproxil Fumarate 285.00 - 315.00 mg

Dolutegravir 47.50 - 52.50 mg

- DissoLution

Lamivudine Not Less Than 85%(Q=80) in 30 mins

Tenofovir Disoproxil Fumarate Not Less Than 85026(Q=80) in 30 mins

DoLutegravir Not Less Than 8570(Q=80) in 30 mins

- Uniformity of Dosage Units n:?or.i'tu

(4.:t0l
l\l

l:vorln::rnr:
(urufiflo uri'rqr::ruv)

n::lJ n15

(uruli.rn: oiariuf)

(a.i10).................. n55t.]n15

(lxaml-ainr o:il!is raEI)

(ar{io)...
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Nonacog Human Coagulation Factor lX 500 lU for Injection

500 ru

a lvlLiQo tlJlua oo ta ooo 1

. t"
- ,J{u1!:t6o1nrf,o 'L1,J 1 tlq l:cnoldru Nonacog Human Coagulation

Factor lX 5OO lU !ri11ur1ruuu1aol:1601nrdo rlolrYuual niolor-rdr

acalEr ttauqilnioidrr,1ilfi o
e r' - rd.r, i -- fl alny:ot0na1tn1nuu1tv1Jtoa1!fuyt1.iu1, ltu.to, i6 Lt, ratvrrudn, rnrudn

r,rioiuraloorqtidnrou
-J- 1UytJO01U1J0.iU1yt6{}]0!no.t LIJI.J0u n.:.'l 6 to0u fLolniua.i o!

- Totat Protein

- Factor lX Activity

- Specific Activity

- HIV, HBV, HCV

It/

(urafifio ufirqr::ruv)

Not lr,4ore Than 1:16

Not More Than 1:16

130 - 300 mEq/L

Not More Than 3 lr,4inutes

Not More fhan 2.0o/o w/w

6.6 - 7.4

Fr?nr.i1u

Negative

l:vorln::lnt:

n:tun T 5

.........ntt nli

- Dextrose

- Factor ll

- Factor Vll

- Factor X

- Heparin

- lsoaggLutinins

- Anti-A1

- Anti-B (Saline)

- Sodium

- Sotubil.ity

- Moisture

-pH

- Pyrogen

- Virus Test

.)
(a.rr0)

(a{r0)..............

(a,it0)...

(urefiln: l-J11

(urrarrfafi nr o:rurJ:v raig)

qru#nunlvtal'rtvtoq Nonacog Human coagul,ation Factor lX 500 lU for lnjection

0.011 - 0.040 g/100m1

400 - 600 lUlviat

Not Less Than 150 lU Factor lxlmg

Protein

0.02 - 0.2 mg/lU Factor lX

Not lvlore Than 5 lUl100 lU Factor lX

Not lr,4ore Than 4 lU,z100 lU Factor lX

Not N4ore Than 5 lUl100 lU Factor lX

0.5 - 2.0 lU/50 lU Factor lX



qruh'nrsruvtar,lrvtat Fenofibric Acid 135 mg Modified - Rel,ease Capsul.es

fiff11 Fenofibric Acid 135 mg lvlodified - Release Capsules

flulflyo o{nli 135 mq

i5t.8 dry:-liurJ:yyru
*.ieFlruaillTy-?hl - urun!{a 1u t untJgal:vnor"lei?u Choline Fenoflbrate rlilrrurfrulryjr

rit Fenoflbric Acid 135 mg lJiinhu,r{iloaiy rlorrYlual

- aarnr.riorondr:rirrir.lor:vr1doarrirgrl.iu1, 11L110, i61d, ratdzufior, iuzu6n

r,tio iurail o o r u'[ir-o ro u

- iuv n or sro.iurfi eilrr or fr'o.rhirio u n'i1 6 r6ou fu o rnriudrlol

n anutuuLaflls

Not More Than 100/o in 2 hours

Not More Than 30% in 2.5 hours

Between 49 * 69 o/o in 3.5 hours

Not Less Than 80%o in 6 hours

vl]'tu[un

n:dtl'tduroiuulr (origina|.) lvluaorva'norrnr:6nurvrrrn6f,nluurluri (clinicaL triat) 1o.r

J ,a w d -J J
ulurauar!:u1r rytu!n!u1nl-JttlJlJllrtao{'11t{aflufuqt!!ivafl5zuaLy1Lytu}.tfl1JU19ruLLllLl a1na01!u0uvr

hltirowirivruavsiolfrirunr:dfiudrzuuLLfl:1L'r156'rivr'rnr:ruvrvrtjdfi:rudolugrudo4a Pubmed

scopus, Embase viorr:ar:fi o-orirlou:rtirura'usirr 1'[urJ:vuvrntru

- ldentification

- Assay

- Water Content

- Dissotution

- Acid stage

- Buffer stage

(a rr0) ,t\6

(ado)

(1.J10 U0 UnX4?5trU8 )

(urufiin: oiarirfi)

rl:'1or.ilu

95.0 - 105.0% LA

Not More Than 5.0%

r.J:vorln::rnr:

n:5 nl:

n:51]n1:(a.ir0).

(lr.:aml-afr nr oqrur.J:v raig)



qrua-nuruvtautstal Gal.antamine 8 mg Prolonged - Rel.ease Capsutes

{aEl1

fll.J1011q0{n1:

?O L1J

*.tv
qtua!!a111111

qfuanu uLay{'rs

Galantamine 8 mg Prolonged - Retease Capsutes

8mg

rirviui!r.J:crru
do- 01ttn!{atiooonqy6!1u nru Lul::ori]oorrfiorfin 1 (peLlets) lu t runrJra

r.l:vnordru Gatantamine Hydrobromide lfiu!lyirrY! Galantamine 8 mg

uil0 Lunltuull9rauyr L1 0 i nuua.t

I 4 J - r-- QA1nv50t0na15n1fl!u'r5v1lt0a'tlJ[uy't.tu1, 1u1f],'iE[fl, tauazuair], xu an

14:0',t u14!91 01 U L',rto L01l

- ;rrurr.rqr.oordeiuLolriorhirioun'jT 6 rdo! rilorniueilror
- ldentiflcation

- Assay

- Uniformity of Dosage Units

- Dissotution

Test 1: After t hour

After 4 hour

After 12 hour

yio Test 2: After t hour

After 4 hour

After 12 hour

vio Test 3: After t hour

After 2 hour

After 4 hour

After 12 hour

- Organic lmpurities

- N-DesmethyL Galantamine

- Galantamine N-Oxide

- 6S-GaLantamine

- Any Unspecified Degradation

Product

- Totat Degradation Products

0r5?0 r,r1u

90.0 - 110.0% LA

9t:? 061'tu

20 - 400k

40 - 650k

Not Less fhan 7 5o/o

22 - 38%

50 - 700k

Not Less Than 8070

78 - 430k

30 - 500k

40 - 650k

Not Less Than 80%

Not [,4ore Than 0.5%o

Not More Than 0.570

Not More fhan 0.2o/o

Not More fhan 0.2ok

M
,J(aito)..............--....utu511.ln:5!fr't: (a,it0l-

Not L4ore fhan 7.2o/o

n5tun1: (ardo). 0, n::un1:

(urafiir ufiTqr::ruv) (urtlfiin: o'rafiu{) (urarrfainr o:rurl:via3s)
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Human lmmunoglobulin 5 g Injection

5g

a 1u511fi uo [1]1ya 00 La ao o'r

.i
- 110'lLya't!t1qn1nLt0 La LlJ an{6tya0{00L Lu 1 !?0L.15unolfilu

Human lmmunoglobuLin 5 g u::o'[urtou'rdor]:raornldorlolnnrral
e .t i-

- aaTnu:or0na1:nln!u'r5yLlt0a1 fuyl'tiu1, lu'tf),'t5Lt, rarylfiarl, lu an

14 t 0't ul4lJ fl0't u Lx1,or01.J

-;- 'lu14r.r9r01ul0iu'r a{ 01J910.i L1..lu0u nl1 6 [ft01r U1J01niua{r.]0!

Flfuanu vLa lv

lt1l't u LUE

'luiudurorruavnr:eirrolurlnn*rfrorfironar:uaor.rr{aniierixolrifl!ldo utv, Hcv, Hsv lu

PooL ptasma flld1unr:n6nurfirfllluu6urri'ulnai6 ecn {eo[ymerase Chain Reaction) r$! NAT

[n
(a.i.u0 ) !:vorun::lnr:

(!rufiio rurirqr::ruv)

(a{r0).. n5t! n 15

(uruflin: dlariuil)

(ar{io) a n5t nli

- ldentiflcatlon

- Protein

- Pyrogen vio Endotoxins

- SteriLity

-pH

- MoLecu|.ar size distribution

- Prekallikrein activator

- lgA

- Anti-D antibodies

- Anti-A and anti-B

hemaggLutinins

r]t?0 1l.J

90.0 - 110% LA

n:'ror.j''ru

0i?ar.i1u

4.0 - 7.4

9ti?a 6t1u

Not lr,4ore Than 35 lUlml

Not lvlore Than 60 mcg/ml

rl rx 0,.i1!

1 to 64 ditutions

do not show agglutination

(urrarru-adnr o:ru!rvra;I)

qfudfl u6uu[av{1uro{ H uma n lm m unoqlobutin_.]Lg l njection
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rlru#nunrvtottrrtol Hydrocortisone 100 mg for lnjection

Hydrocortisone 100 mg for Injection

100 mg

v!
a1u5!AALtIyAOO[AOOfrllrt0AOrt',tnalt.]tuo

. .?"
- zu{01li1flornrfio lu 1 trn!:ynolriiu Hydrocortisone Sodium

Succinate rfr err:uvir Hydrocortisone 100 mg 1Jt5o'lul'truuulaolilrioln

rt0
w J t-- aa1nylor0nal5nln!u15ylJt0al fuyt1{u"I, 11.J'to, ?6tt, Lat9rian, iui.ra-9t

v:0?u141.r9r 01 u t?$o tnu
9J

- ?u14!Oo',ruI0{u'r a{3J0!00.i [uuou n?1 6 [o01.t U!0,]niua{r.to!

- ldentiflcation

- Assay

-pH

- SteriLity

- BacteriaL Endotoxins

- Uniformity of Dosage Units

- Particulate A,4atter

- Loss on drying

(a{10) Ah

(urufrfio rui'xqxr56us)

.!i
(a.ir0)

(urafirn: d'rafiud)

(a{10) e
(ur.:arrfafi nr olurJ:v raig)

rlt'to,.i1u

90.0 - 110.0% LA

7.0 - 8.0

r]:?o r,i1u

Not More Than 1.25 EUlmg

n5'1or.i1u

al?i ,.r1!

Not More lhan 2.0%

r..l:sttun::lnt:

n5t:.1n 1:

n:5!n15



qru6inuruvuofl rvqJo{ Hyd roxych l.oroq ui ne Su l.fate 200 m g Ta btets

J
.d o u't

1lu10 a0{n1:

'15 Lt
*.iu

rlfua u0rv? L1l

nfua'nufuyLa 'rv - ldentification

_ Assay

- Dissotution

- Uniformity of Dosage Units

(a{10).
Il^

(u'rErl,,rua rrnxq'l::fu&)

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

(u'rut.]int 0{a!u11.)

(a.rto)...................

(urarrfiafi nr olrulrvtais)

Hydroxych Loroquine Sulfate 200 mg Tabtets

200 mg

drvirirrJ:svrrl
- ullnfr [1,J 1 urfrllvnouxumrur Hydroxychloroquine Sutfate 200 mg !ri1
Lunltusllnauv !o{nuua.t

- J i-
- oalny:ot0na]tnln!u't :vLlt0a1t.]rufl"r{u'r, tu1q, ln Lt, tnlytrua0, 'tur,J6rly:o

iuraroorql{t'o rou

-J-'tuyuo01u10{u'rvl6{tJ0!n0{LtJuoun't'r 6 lfrou u1J01n?LA{ 01J

05?ar.i1u

93.0 - 107.0% LA

Not Less Than 70%(Q) in 60 mins

o51AtJ1U

rl:votln::lnt:

n:: nl:

n5:l.r n15



qru#nuarvtaurstat 0.3 - 0.5olo Hydroxypropyl. Methyl.celLutose

(Hypromettose) Eye Drops

1JO EIr

fl1.1'tfl11flo{n1:

?5 LlJ

qruarffir.r':1r.]

Qrua-nuruvtalrry - ldentification

- Assay

- SteriLity

-pH

(a{r0)
r\/

(urafiflo udxal::ruv)

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

(uroriln: d'rarirri)

,J
(a{10) a

(lrlarrl-ainr o:rur-J:vuaig)

o:rro.iru

85.0 - 115.0% LA

n:roo,iru

6.0 - 7.8

r.l:votun::rnt:

n5: n1i

ntt nl:

0.3 - 0.5o/o Hydroxypropyl Methylcetlutose (Hypromellose) Eye Drops

10 ml.

ritairuuoonr
t.

- a1:aya'tuu:1fia1n[{0 a1yi1j14u0or\1 La [! a [1,J 1t?ft lrvnololuei.)ti.t

Hydroxypropyl MethylceLLutose (Hypromel.Lose) 0.3 - O.5o/o u::oJurrour
J.,

14U0firlTyllJnauyr

- J - J-- aalnv:or0n61tn1fl! u'tiutltoal fuytl.iu'], tu.to,?ij[t, laflrr]d0t, luriarl

vl 0'r u14'Jo 01 q L?{o Lnu

- iuurooruto.lurfi ei.uou6'orhirioun'ir 6 16ou rilorniueiluor
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fl anu uraflls

Metronidazole 500 mg in 100 mL Injection

500 mg in 100 mL

a1v:1lvu 0 t1r'r111{va oo ta 0 001
. !" --- ar:ava1uftrrlornrfio'La6rf, ur.rdoreiou lu t r?o !isno!d'ru Metronidazole

, !" -500 mg lJ5:0 LUlJ',lOU1Afl !1',rfi 0',rnLt0 lJ0{nULrA.i

- J J.
- aa'tnu:o t0na'r:nln! u1 :v!toa1r]Qvr.t{u'r, l,ulfi, ?51t, raflvrfiarl, ?u2a0u50

rnraroorql{t-orou
-J- ?u14tJ9101U1J0.rU1vA{!0U9r0i t}Ju0U n?1 6 rO0U l.JU01n?UAi!0lJ

- ldentiflcation

- Assay

-pH

- SteriLity

- BacteriaI Endotoxins

- Particu[ate Matter

,j(a{r0)

(a.rt0)

"J(a.xiJ 0 )

A/

(1.J',rUYI1.J0 UnXqXiSrUU)

(ururirn: dlariud)

(rrrarrrTaFnr o:rul:vuaBg)

n5?0,.i1!

90.0 - 110.0% LA

4.5 - 7.0

n:eo ru

Not More Than 3.5 EUlml

rlr?o,.i1u

rJ:vorun::rnr:

n5i n15

fl5 ir.l n 1i
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qfu;inuruvlail1uta{ MiLrinone 10 mg in 10 ml. lnjection

Milrinone 10 mg in 10 mI lnjection

10 mg in 10 ml

a'lvllJ14ufi t1J1ua oo ra ono'r
. .1 "- altaualullrrlolnr6o'Lu 1 rio !:yno!d?u Mitrinone 10 mg u::olu

nlruvulAo!i16o1nLdo
! J J-- QA1ny50r0na1tn"tnuu1 tvutoa't ruyl'r{u1, ljuln,'t0[.8, raflytridr],

1!6ta91yl0?uu!oo1u L1?,otou

VJ
- ?u14r.r00'ru1J0{Eilyta{ 0!no.t [ 1.r0un?1 6 rf]0u u1l01niu6.ir.J01J

- ldentiflcation

- Assay

-pH

- Bacterial Endotoxin

- Steritity

- Particulate Matter

- Votume

,J
(a{r 0).

M

(u'ru1ru0 rrn?qxtSruy)

(a.ir0).

(urorirn: oia#uil)

(a{10) e
(urramfla a' nr oyurj :v uaig)

fl510 r.t11.J

0.95 - 1.05 mg/m[

3.2 - 4.0

Not More Than 56.8 lUlmg

fl51A 6i',rLl

sExar.i1u

Not Less Than 10.0 mL

rl:votln::rnr:

niSunlt

fl5iLrfl T:
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qfua lrl 'r Lll

nfua-n19tuutan1v

qntfrnurustal,itvtjor Paracetamot 450 mg and

Orphenadrine citrate 35 mg Capsutes/Tabtets

Paracetamol 450 mg and Orphenadrine citrate 35 mg Capsules/Tabtets

ParacetamoL 450 mg and Orphenadrine citrate 35 mg

drvirirrJ:svrru
'o-d- U'ltlro fii0 UlunltA LU 1 tl.tolllnU{A !:vno!n?U Paracetamo[ 450 mg

L[as Orphenadrine citrate 35 mg l::1'luuzultloafivt
- a !-

- aa1n1r50L0fla15n1n!u1 tvutoa'r tlyr1.lu1, l,tJ1ft, ?0tt, tat Han, ilrian t0
rilyuoorul{r-orou

-J- ?u141.rO01ql0.ru1ya.i!0L910{ Luu0un't'r 6 to0l.J I!01niua{rJ0lJ

- ldentiflcation

- Assay

ParacetamoL

Orphenadrine citrate

- Disintegration

- Unlformity of Dosage Units

-:j(ait0) fi
r.l:yotln::lnr:

(urufiio uuirqr::ruv)

(a.ir0) nt5t.]n15

(urul-rn: d'rariuri)

(a.ir0) nt53.r n15

(utamriafi nr olurJ:v raig)

a5'tarJ'tu

90.0 - 110.0% LA

93.0 - 107.070 LA

Not More Than 15 mins

n t?0,,i1!



qcua-nuruvtailrvq,ol Carbomer 2 mg'g and Cetrimide 0.1 mg g Eye GeL
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nfuanu v tol't'ts

Carbomer 2 mg/g and Cetrimide 0.1 mg/g Eye GeL

1og

druiruuoonr

- ultoa'[u 1 g tJ:vnor:draor-r u1 Carbomer 2 mg uau Cetrimide 0.1 mg

!i5o'[un1uuu1]iilu'r14uonFrl torrYuuar
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- aalnvlot0nalln'ln!u']5vLlt0a'rlJfull'r.ru'r, lJu1fi,'16Lt, ralyr.Jnn, 'tuzunrl

v501u14!O0',tu LltoL0ll

-'liur,rlnorqtorurdduoudoilririoun'jr 6 rda! riuorniueillol

- ldentification

- Assay Cetrimide

-pH

- OsmoLatity

- Sterility
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(a.ir0)

n 

(urufiio urirqr::ruv)

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

(urar-rn: 6'rariuli')

(lraru-ainr olrurJ:vrai5)

rl i?0 zu'1l.t

0.09 - 0.11 mg/g

6.8 - 7.8

225 - 275 mOsmol"/kg

9ti'l0 i.i1u

:vorun::lnr:

n:5!n15

n:51] fl15(a.ir0)
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Voriconazote 200 mg for lnjection

200 mg

6',]1451J14UU tll1yAOO tAOOOI
,l

- ,,J.ru1!i1fiorn tfio lu 1 t?o rl:snoldru Voriconazote 200 mg !rt11u
!

nlguvu'rfl 9l!5'1fl 01nrro
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- ldentification

- Assay

-pH

- Uniformity of Dosage Units

- Bacterial Endotoxin

- Steril.ity

- Water

(a{x0).........
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(urufrfro urirqr::ruv)

.;(a{t0)

(!ruil-rn: d'larllil')

-J(a{r0)..... a
(lrlarrfin6nr olurJ:v uaig)

0t1nr,J'tu

95.0 - 105.0% LA

5.5 - 7.5

rlr?or.i1u

Not More Than 1.5 lUlmg

fi:r o r.irL

Not lvlore fhan 2.0o/o
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nt5!n15
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