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tJ"i::f)1 ~Hhufl..:.tl'lJallil"iflla"lJ~..:.t'Hl~ fll1tllili1
 

L~fN f)1"ii~'H1L1~ilfll"mL'vh)f)1"i~~~fd111tl'lJ tJ..:.tUtJ"i::lllfl1 ~l!l!(,").I- ~l!l!C;:
 

~1t1 ,hUfl..:.tl'lJallil"iflla"lJi..:.t'Hl~ fll1t1lili1 iiY11l11tJ"i::a..:.t Y1"J::vh LlJ'lJ f)1"itJ"i:: dJ'lJLLa::v1~ La fl fl 

L1~ilflIimLLa::u~';'YI ~ ~a ~'H~ mh'Hthtim L~ flf)1"i~~~fl~111tl'lJ"lJ fl..:.tam'lJU~f)1"iallil"iflla"lJ1'lJ~..:.t'Hl~ 
~ . 

fll1t1lili1 tJ..:.tUtJ"i::lllfl1 ~l!l!(,").I- ~l!l!C;: l~tlii"ilt1a::L~tI~ vl..:.t~
• 

G» "ilaf)1"iLU\:;~1'lJl'lJLd"lfflw"tn~"J:;6hLih.lf)1"i "i111i..:.t~'lJ end "ilt1f)1"i "ilt1a::L~tI~~l11 

Lflflal"iLL'lJUl1lt1 'Hlllma"lJ G) 

~) 'Hamflw6Ji1'lJf)1"itJ"i:;Li)'lJLLa:;i",Laelfl 1'lJf)1"iv)1 LlJ'lJ f)1"iYl~..:.t~ Y1fl1::'Yil..:.tl'lJ v1vlLa fl fl 

YI flI.fl1'V'4 m"J::tJ"i::Lil'lJ LLa::v1~ La flflL1~ilflI,JmLLa:: ~~ a~'H~fl~l'Hthtim~l11'H aflLfl flI,J~. ~ 

rll'H'lJ~11 

en) f1waJ..luGltl8·ul'ta'lJ8Ld"lfflw"tllL~8i"'Laelfl ~La'lJ fl~ fl..:.tLtJ'lJ~tJ"i::fl flumii'V'4"lJlt1 
~ cu 'U 'U 

L1~ilfll,Jm 1~tI~a~'H~mh'Hthm1~ilfll,Jm"ilt1f)1"i~La'lJfll~tI~"i..:.tLLa::~fl..:.thiLtJ'lJ~ 
~ 

flflLL~..:.tL1t1'lJ~mtJ'lJ~~..:.t..:.tl'lJ"lJfl..:.t'YI1..:.t"i1~f)1"i 'H~ fl";l11 ~~ ~ fl ";111 L-lIl La'lJ fl"ilY1ltlU'YI1..:.t 
~ ~ 

"il~f)1"i 

d) f)1"itJ"i:;Li)'lJLLa:;i", La 8flU~';'t1 d'... E.I a GlLLa:::~l'Hl.h a Y1fl1::fl"i"ill f)1"i"J::l~"Jl"iflll"Jlfl 

(G») 111~"i~1'lJ h..:.t..:.tl'lJ~a~ 

(~) tJ"i::l~f)1"i l";U~f)1"i~r.il'lJlll"lJfl..:.tU~';'YI ~'iil'Hthti 

(en) Lflfll,J~'lJ 1 ~Y1fl1::fl"i"illf)1"iL i1'lJallYl1"iLLa::rll'H'lJ~11 

tf) i8J..1aU~';'t1d'E.laG1LLa:;~l'HUlaal l";~La'lJfl a..:.tLflflal"i~l11~"i::U11L'wtl..:.tu~';'t1a:: G)cu cu 'U ~ -- ~ 

~ I~~la"lf8~LLtlllii]~'Hlj}hh111tlULflflal"i~'lJLflflal"iiivl..:.t~fl1tJ~ 

(G») alL'lJl'Hu..:.tafl-rU"ifl..:.tf)1"i"J~'YI::Ltitl'lJ";'lJa1'lJU~';'YI LLa::al L'lJl1U'YI::Ltitl'lJ• 
I.. . "" 

.fl1'MliaYllL'V'411 
~ 

(~) alL'lJl1U-rU"ifl..:.tlll~"i~l'lJf)1"i~a~~l11'HaflLflfll"LLa::i5f)1"i~~'lJf)1"i~a~m 

(GMP) 'H~fllu-rU"ifl..:.tYlfll.fl1'V'4"JlfltJ"i::L'YIA~~a~(mlllL-lIl). ~ 

(en) Lflflal"iLLa~..:.tfi~"ila1'lJ'iil'lJ1'lJ"ilt1f)1"imffi ~ fl'iil'lJ1'lJLila~m~"i..:.t..:.tl'lJ~a~ 

tJilU~..:.tl'lJL~llL1ali..:.t'Hll~ (i..:.tiJlt1 ~a~ iJlt1Y11U~1l~flI.fl1'V'4 tlflLi'lJiJlt1f)1"i~al~) 

(d) Lflfl al"iLLa~..:.t'iil'lJ1'lJLfl a~fl"i~'Yil..:.tl'lJ ~l'lJf)1"itJ"i::tl'lJYlflI.fl1'V'4"lJ fl..:.t1"i..:.t..:.tl'lJ• 
'0:» fll"i'l.h:::Li)'lJLLa:;ivlLa8flLl"lfflw,(tll Y1fl1::m"illf)1"i"J::~"Jl"iflll"Jlfl 

(G») l~tl~U LLa:::lu~':i1"JiLYI"il::,"1~fl~u 

(~) afl'MflI::"lJfl..:.tU"i"i"JilflI"LLa::ual fl afl'MflI::'YI1..:.tf)1t1.fl1'V'4"lJ fl..:.t ~ a~ilfll"• 
/(en)luLLa~..:.t ... 



• •• 

• • 

• • 

( m) 1UUa~'3 ~ afll'i~'i1'i)1Lfl'i1::..;'U1 ua::15flTH'l'i1'i)1Lfl'i1::..;'m 
d Q.I 0 Q.I

(et) fll'iLflU'ifl'M1 fll'ifll'H'U~1'U'H3J~fl1U"lleNm• 
(<r) LflW,f~'U ., ~flw::m'i3Jfll'iL-H'Ua)Jfl1'iUa::n1'H'U~11 

cnl) ie)3.. au~.y'nL~tI1nUL11l'.tlwt1fJ1 l..;'~La'Ufl a'3Lflfla1'i'Hafl~1'U\9I1)J~'i::U 11~1'3i;h'31'U 
cu '\J -.sl 'II 

m&~La'Ufl)J1)J1flfl'"h GJ 'i1Ufll'i 1..;'a'3LLufln'U'i1Ufll'ia:: GJ 'lf~ 'H~fl 'i1Ufll'ia:: GJ "l!fl'3• 
hj'i1)Jnum~1~'U'H~mflfla1'i~'U l~u'i::u~flU1H~~l'U'Uflflmh'3oE'~L'i)'U Lflfla1'iij• 
~'3vlfl11J~
 

(GJ) lU~l"llfl~'U'n::Liiu'Uvh.:rumLLa:: 1u~'U'n::L'uu'Uvh.:rum (LLUU U.GJ 'H~fl 'nU.GJ LLa::
 
~ .dI e.!II g;',..t:::lI 

LLUU U.1g 'H'ifl 'nU.1g 'H'ifl Y1U.m 'H'ifl 'nU.et LLa1LL\9ImW 

(Ig) Lflfla1'i.:rU'ifl'3·:h~La'U fl"lllmt1'U~~a\9l'H~flLt1'U~;ij1'H,..hmJ1~La'U fl"lllUl~u\9I"j'3 
'U 'U 'U 

(m) lU1Lfl'i1::..;'1VlU~U"llfl'3U~';Y1~~a\9l1\91u~h.JLLa::~l.hL~l (fhij)
'II 'U III 'U 

(et) lU1Lfl'i1::..;'m ~'UL~U1n'Unu~a'3LtI'U~1flU1'3• 
(<r) ijlUFinished product specification 1~U'i::~~h~1~1~LtI'U~1Latl 

('0:1) ~afll'if1fl'\~nfl113Jfl'3~1"llfl'3m (Stability study report) l~u1,.;a'3i;hL'U1Lflfla1'i~a 

fll'iYl~aflUfl11)Jfl'3~1"llfl'3U1 (Long Tenn Stability test) l'U'li1'3'i::U::L1a1fi1~uflu 

fli1fl1U"llfl'3m• 
~) flWafl'l:fW::L~'W1::tlfl'l1tl1 mU::m'i)Jfll'i~~LaflflflWil1'Wm 1~n1'H'U~flWa3Ju&l..t111J 

LLa::flWa3Ju&l'n1'3LYlfl'Ufl "ll fl'3U1 LLvl a:: '11 £I fll"j1il'ULflfla1'iLL'Uun1U'H3J1ma'll Ig• 
Ii) ~lU1Ui1flfh'l1tl1 ~La'Uflvi'fl'3a'3~1flfi1'3mLLvla::1J"j::LilYl~'3~ 

'U 

a'3~1flU1'3 1~UflUfli1 mo Li1~ 'W~fl)Jfl~fl'3'H~fl"ll1~U"j'i'i)maL~fl• 

a'3~1flU1'3 flU1'3UflU GJ fl~fl'3U'i'i'i)maL-rima'Ufl"lllU'i)1'11• 
'" (m) £11'1.11 a'l1~1flU1'11 flU1'11UflU <r "ll1~ 'W~fl)Jmifl'l1u'i'i'i)~L~fl"ll'Ua'l11 ";~~fl 

• 'U 

(ct) m~~
 

(<r) m'HUfl~\9I1 a'3~1flU1'11 flfi1'11UmJ <r m~ 'W~fl)Jfl~fl'l1U'i"j'i)
• 
('0:1) mfl~)J a'l1~1flU1'11 flU1'11UflU GJO 'Hafl~ 'W~fl)Jfl~fl'l1'I.J'i'i'i)• 
(cnl) mw'U a'l1~1flfi1'11 flfi1'11UflU Ig "ll1~'H~fl'lf~ 'W~fl)Jfl~fl'3U'i'i'i) 

I Q.I, I g;' v. 
(~) ma1'UYl11'i a'l1\911flU1'11 flU1'11'UflU <r m~ 'W'ifl)Jflafl'l1'I.J'i'i'i)• 

GJ 0) fll';iLi;fUflL11l'.tlWt1tl1LyjrJfll';i~~~elil)J~'I1'tri~flnUli1ii ~Li;f'U fl'i)::vi'fl'l1a'l1Lflfli;f1';iLLa::
• 'U 

~1flU1'11m Vll3J~WS'l1HLL~11'U~fl <r) ~fl cnl) LLa:: ~fl ct) lvlUa'l111Ji'l1 J1.fl.1t1Y1B ~qJ1J'i::i;f1"j fl~3J 

'I11'ULil'~'lfm';i)J h'l1'Wmu1aflnmnu el1Lilmiifl'l1 ~'I1'H1~flnmnu 'o:IGJooo (afl'I.Jm)JL~3JL&l)J 1m. 

/'H3J1m'H\9I•... 



• • 

'Vl)Jlm'Vl~ : 1u~u~flu~ iJLaufihj~fI~~U'lffl'UaUml~l (~~'Vll~LL~~l..;'~u'lffl~'Vla~~ln'YI,;}l1.J 
• OJ 

~am,;}~~LaflmLi;11 ) 

GJGJ) 'i:::tl:::na-llufll'i(;hLih.lfll'i 

(GJ) lU~ w - GJ~ O';}n!ll~)J 19G'G'w 'l.h~mfl m,;}~~'VllLd"lf.nf.l.l't1mLyjflm,;}~~~fI 

",h)Jnu tJ~1.J'l.h~)Jlf.l.1 19G'G'w-19G'G'~ iJau1~11.JLflnal,;} l~~m~)J~luLmr"lfn';}';})J h~'VUJ11.Jla'YImL";~ 1u 
OJ • • 

I 

(lg) lun 19GJ- OlGJ n'in!ll~)J 19G'G'w 1.J1';'YI~~1'Vl,htlma~Lflnal,;}LLa~~lflth~m 

~l)J~LL~~ HLLal 1u~fI G') ~fI w) LLa~?ifl aJ) l~t1a~ 1tJ5~ .n.n.i'f'YIi '4G!'I.h~al,;} n~)J~luLmr"lf 

O';}';})J h~'Wm1.Jlam1miliJ fhL.nflLijfl~ ~~"'l~fll1miliJ 'uGJOOO O';}w~a"''YI1",hhM&d ~~,:r1.J1U 

~l)J~,;}l'1.h~l11.J"llfl'"1'tJ,;}'Mwd 

(01) L~flU~"''Vll~)J 19G'G'w 'tJ';}~mfl~am,;}~~Laflnflf.l.lm'WLd"lf.nf.l.l't1m LLa~LL~'" 1..;'• 

I 

'tJ';}~mfl f.l.Ilun 61 L~flU O';}n!ll~)J 'W.fl. 19G'G'w 

K}
(\l1V'3~aVl~ ;I~a1") 

, IV " U .. 

ll1VLl.YiYlVa1fj1"wq'U~~'Vl1~~V1t1G1\l 
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Lflntfl'iLL'lJU'Ylltl'H:lJltlL~'ZI @ 

'ilCJfl11 

.oJ 
'VI 

1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 

~€lCJ1 'i'U IJ.UU f1'dl1JLL'i~ 
'U 

Acetylcycteine granule 200 mg 

Antacid gel 240 ml 

Amoxicillin dry syr 250 mg/5ml 

Amoxicillin+Clavulanate inj, 1.2 gm 

Betahistine tab 6 mg 

Calcium carbonate tab 600 mg 

Cefazolin sodium inj. 1 gm 

Cephalexin cap 500 mg 

Diclofenac tablets 25 mg 

Ergotamine tartrate+Caffeine tab. 1+100 mg 

Fenofibrate micronize cap. 200 mg 

Ferrous fumarate tab 200 mg 

Antazoline +Tetrahydrozoline eye drop 0.05% + 0.04% 10-ml 

Hydralazine tab 50 mg 

Hydralazine tab 25 mg 

Hyoscin-n-butylbromide tab 10 mg 

Ibuprofen tab 400 mg 

Ibuprofen tab 200 mg 

Ipratropium+Fenoterol soln. (0..25+0.5mg)/ML in 20-ml 

Levodopa+Carbidopa tab 250+25 mg 

Medroxyprogesterone acetate inj 150 mg/3ml 

Methyldopa tab 250 mg 

Methyldopa tab 125 mg 

Methylsalicylate compound cream 

Metoprolol tab 100 mg 

Metronidazole inj. 500 mg in 100 ml 

Oral rehydration salts pow.for Adult 

Oxytocin inj. 10 iulml 

0 

"iJl'lJ'd'lJ 

89,600 

89,700 

16,600 

10,500 

780,000 

1,717,500 

8,520 

122,000 

2,120,000 

299,000 

146,000 

1,655,080 

30,200 

286,000 

475,000 

632,500 

687,500 

280,000 

2,110 

42,500 

23,100 

150,100 

230,000 

100,400 

283,000 

22,070 

135,700 

7,350 



29 Phenytoin sodium cap 100 mg 406,000 

30 Salmeterol+fluticasone evohaler 25+125 mg 2,450 

31 Sodium Phosphate Feed enema 133 ml 2,720 

32 Spironolactone tab 25 mg 167,500 

33 Vitamin Bl tab 100 mg 1,220,000 

34 Vitamins B complex tab 2,405,000 



., 
LflfHf1":iLL1JUfll£J'YItllf.lL'UJ l!J 

~l£Jm~~ 1 f1Wafl'lfW~m'Wl~E1\j£Jl Acetylcysteine granules 200 mg 
~ 

~Watlu~i11u, 
l.Lth.ILLm'LJa~a~,nmrl~l£J hjLtl'LJnfl'LJ'YI~fl~'LJ 

'U 

2.L'LJ 1 "iffl\J U":i~flflU~1£J~1m Acetylcysteine 200 mg 

:;"1 A ."1 '" J: 1"3.UTi...,L'LJ"iffl\JuVlt'f'LJfl u fl\jfl'LJLLa\jLLa::~11tl'll''LJ VI 

l.Identification test 

90.0 - 110.0% L.A. of Acetylcysteine 

3.Unifonnity of dosage units l?'l":i1"'L:h'LJ 



• • 

. ... '" 
":lltlfll":l'YI 2 ~Wafl'tfW::l~'Wl~f1~tl1 Antacil gel oral suspension 

~rua)J'u~i1hJ• 
<S IV 

1. l thu.I1'1..h lL"lJ1'U VI::nfl'U 

2. U";j";j"J1'Uill"lf'U::U";j";j"JtJ~aiJ'YI m)J1V1";j 2 4 0 ml 

3. \Hnn":i::u~m.l1 a1'U'l.h::m)U~1fmh~flJLLa::~11)JLL";j-:.l1'U(:.JaVl1'U~'Umu La"iJ~(:.JaVl LLa::La-n 
• 

1. Identification 

2. tJ~)J1W~1tmh~'Y 

3. Minimum fill 

4. Microbiallimits 

5. Acid-neutralizing capacity 

6. Defoaming activity time 

7. pH 

v • 

VI";j1"J(:.jl'UVll)J~";j::'41'UFinishedproduct specification 

90-115% L.A. of Aluminium hydroxide 

90-115% L.A. of Magnesium hydroxide 

85-115% L.A. ofSimethicone (aVl";j~ij Sirnethicone)
'U 

VI";j1"J(:.jl'UVll)J~";j::'41'UFinished product specification 

VI";j1"J(:.jl'UVll)J~";j::'41'UFinished product specification 

hh7Bun1125 mEq /15 ml 

1~ Ln'U 4 5 1'Ul'n 

7.0-8.6 



.
 
":iltlfll":in 3 flWafl'l:fW~Lw'Wl::rJa~t11 Amoxicillin syrup 250 mg/ 5 ml 

~ 

~W,UJU&ht1hJ 
~ 

1.LtI'U(:.J..:jm~hnl'Vl"1aa"ll11'U1a
 

2.'tJ":i~flaU~1tl1911m Amoxicillin trihydrate ~..:ja3J~ailu Amoxicillin 250 mg.l'Um3Jl191":i 5 m!.
 

3.U":i":iOJl'Uill"ll'U~U":i":iOJtJ~aiJ'YI "ll'Ul~U":i":iOJLriB(:.Ja3JJ119113J~":i~ULL~11~m3J1191":i 60 ..m!.
 
III III 'II III 

4. Ualfl":i~U~Bm ,h'U'tJ":i~flBU1911m~l\OlWLLa~~113JLL":i..:jl'U(:.Ja19l1'U~'Umma"ll~(:.Jal9lLLa~La"ll'YI~L'Utl'U 
• u • 

19h'!umHmh..:j71'~LOJ'UU'UU":i":iOJ.ilw"• 
5.U":i":iOJflaB..:jad~Ln'U 50 "ll1~• 

1. Identification 19l":i1OJ ~1'U19l13J~":i::'41 'U Finished product specification 

2. 'tJ~3J1W1911m~l\Olfl! 90.0 - 1 20.0 % labeled amount of Amoxicillin LLa:: 

3.pH 3.8 - 6.6 

4. Water -l~Ln'U 7.5 % (fl":i&ualfl":i::ULriB(:.Ja3JJ1LL~1ij'tJ~3J1W Amoxicillin• 
,jatlflil 40mg.lmI.)
 

-l~Ln'U 8.5 % (fl":iWUalfl":i::ULriB(:.Ja3JJ1LL~1ijm3J1W Amoxicillin
• 
, ..o:::!I I Q,I' I l)I I 4 • QJ 

3Jlflfl11V1":im'Yl1flU 40 mg.lmI. LLl9l'UBtlfl11V1":im'Yl1flU 50 mg.lml.) 

-l~Ln'U 11.0 % (fl":iWUalfl":i::ULriB(:.Ja3JJ1LL~1ijm3J1W Amoxicillin• 
I I l)I • 4 I QJ 

3Jlflfl11 50mg.lmI.LLl9l'UBtlfl11V1":im'YIlflU 80 mg.lmI.) 

-l~Ln'U 12.0 % (fl":i&ualfl":i~uLriB(:.Ja3JJ1LL~1 ijm3J1W• 
Amoxicillin 3Jlflfl'h 80mg.lmI.) 



•• • 

. 
~lDnl~ii 4 flWan\fW~LilWl~B~fll 

~ 

Amoxicillin sodium 1 000 mg and Clavulanate potassium 200 mg for injection 

~rutl:IJu~..t11u• 
l.LthJl;J'UnU"il~~lfH~el a"ll11'V1~el"ll11'J1a 

2.U"i::flellJ~1tl~1m Amoxicillin sodium ~-:.ltl:IJ~atllJ Amoxicillin 1000 mg LLa:: Clavulanate potassium . 
~-:.ltl:IJ:lJatllJ Clavulanic acid 200 mg

'U 

3.lJ"i"i~lU.f11"lf'U::lJ"i"i~m~~U"il~~lm~ellJ"i"i~miel-:.la:: 1 vial ilel-:.ltl'ULLtl-:.l 

4.\1alfl"i::lJ~elm a1'U,..h::flellJ~1mal~U.ILLa::~11:IJLL"i-:.l i'U(;Ja~ i'U~'Umtl La"ll~(;JaVl, LLa::La"ll'YI::LUtl'U 
• u • 

~h~lJ m 11el ril-:.l~~ L~'UlJ'UlJ"i"i~.t1 ru-n m&m~lJ"i"i~1'U'VIa el~ m \1alfllJ'Um"lf'U::lJ"i"i~ elril-:.l-Ueltl~ el-:.l"i::lJ 
1 q, 'II 1 

~elm'VI~ela1'UU"i::flellJ~1mal~tl.ILLa::~11:IJLL"i-:.l i'U~'Umtl LLa::La"ll~ (;JaVl
u • 

I.Identification V1"i1~~1'UVll:IJ~"i::1.,!1'U fmished product specification 

90.0 - 110.0 % labeled amount of Amoxicillin 

90.0 - 11 0.0 % labeled amount of Clavulanic acid 

3.pH V1"i1~~1'UVll:IJ~"i::1.,!1'U fmished product specification 

4.Sterility test V1"i1~~1'U 

5.Uniformity of dosage units V1"i1~~1'U V11:IJ~"i::1.,!1'U finished product specification 

6.Moisture V1"i1~~1'UVll:IJ~"i::1.,!l'U fmished product specification 

7 .Bacterial endotoxins V1"i1~ ~1'U V11:IJ~"i::1.,!1'U fmished product specification 

8.Constituted solution V1"i1~~1'U 

9.Particulate matter "ll'Ul~ ? 10 mm hhn'U 6,000 el'Um~/ container• 
"ll'Ul~ ? 25 mm 13JLn'U 600 el'Um~/ container• 

I ":"1
1 O.Degradation product V1"i1~(;Jl'UVll:IJ'YI"i::1.,!L'U finished product specification 



'ilt1fl1'i~ 5 flWifl'NW:::t'l'Wl:::llEJ~tI1 Betahistine mesilate 6 mg tablet 
~ 

r1rua:IJU~..t1hJ• 
1 LtJ'\..ItI1LilVl hiLrlaau "lfilVl-ruth::'YI1'\..1 

2 1'\..1 1 LilVl th::flaU~1t1~1t11 Betahistinemesilate6 mg 

3 u'i'i"il1'\..ILL&J\lfiuVlail'YI• 

1 Identification test Y1'i1"il ~1'\..1Y11:IJ~'i::~ 1'\..1 Finished product specification 

90.0 - 11 0.0 % of labeled amount of Betahistinemesilate 

3 Uniformity ofdosage units Y1'i1"il ~1'\..1Y11:IJ~'i::~ 1'\..I Finished product specification 

4 Dissolution test Y1'i1"il ~1'\..1Y11:IJ~'i::~ 1'\..I Finished product specification 

5 Related substances 'Yl~a Purity test Y1'i1"il~1'\..1Y11:IJ~'i::~1'\..1 Finished product specification 'Yl~a 1u 



• • 

• • 

'110fl1'1~ 6 fllwifl'tfW~LiI'Wl~tleNtl1 Calcium Carbonate tablet 600 mg 
~ 

AWI.u.n1&h.r1hJ• 
1. bthnmiJ~1~ bAael'lJ "lflJ ~~UI.h~'YI1lJ 

2.	 '1.h:::ml'lJ~1t1~1m Calcium Carbonate 600 mg 

~I "" il '" J:3. 'IJ"j"f"J1lJbb~~u~alJ'YI eNfllJA11)J"lflJ• 
4. l1alm:::'IJ1lJ~a{?l,b~f)lJ tJ~t1l'Y1)J~mtl,ba"lJ~~a{?l, ba"lJ'YI:::bijtllJ{?h~'IJmHmh~-H~b"illJ'lJlJill"lflJ::: 

1. Identification test 

9 2.5 - 107.5% L.A. of Calcium Carbonate 

3. Unifonnity of dosage units	 {?I'11"i1~llJ 

4.	 Disintegration (miU~"j:::'I.J'lJlJl1alflbt1lJma~m~L'thJlJ) 

l~LnlJ 10 lJl'Yi 

5. Dissolution test (miU~'1:::'IJ'lJlJl1l.nmtllJma~m~LLa:::-nmj~1-H~lJ'1 ~1t1)• 
LLa~~~afl1'1a:::alt1"lJf)~~1m1~,jf)t1fli17 5~( Q) "lJf)~U~)J1W~1m~ 

U~~ ill01lJL1al 30 lJl'Yi 
~.d	 c;; 

6. Acid-neutralizing capacity (mW'YI'1:::'I.J'lJlJl1almtllJma~m~) 

l~,jf)t1flil 5mEq"lJf)~m~~f)"lJlJl~m single dose ~,jf)t1~,!~~LLlJ:::'lll 

H'lJlJl1alflm LL~:::1~,jf)t1fliT~llJ1lJmEq~AllJ1rul~"iIlfla{?l"j0.9(0.02C)
" 

'YI)J1 m'YI{?I
• 

~1 C llJArua)Ju&1'Y11~L'YIAlJA-nf) 6 'YI)J1t1tl~m)J1ru~ij'Yl'l,bmtllJiJaafl~)J"lJf)~ Calcium Carbonate ~'1:::'IJ 



• • 

• • 

.... 
'jltlfll'i'rl 7 f'lfJ.Iafl'ttfJ.I::Lll'Wl~fl-:Jtll Cefazolin Sodium 1000 mg 

~ 

~tlJtf~U&h-t1hI• 
1. LtI'U[:J-:JmU'ilf1~lm~fl~'lJl1 

2. U'i~flfl'U~1m Cefazolin Sodium ~-:Jtf~~atl'U anhydrous Cefazolin 1000.. mg.. 
3. 'U'i'i~1'Uil1tf'U~'U'i'i~m5~U'il f1~lm~fltfiJ ~ Lui1 LLadl fl-:Jtl'ULLtf-:J 

4. Ualm~'U1'U[:J~gJ,L~fl'U t1~m'H~~fl1U, La'lJ~[:J~gJ, La'lJ'YI::Liiu'U~hi'Um1imh-:Ji~L~'U'U'Uil1tf'U:: 

'U'i'i~• 

1. Identification test 

90.0-115.0% L.A. ofCefazolin 

3. Potency	 850- 1 050 mg/mg of anhydrous Cefazolin Sodium 

d 'if '"	 .q. Q,I

4. pH	 4.0-6.0 L~fl~11~L'lJ~'lJ'U'lJfl-:Jtfl'ia::alm'YIU'UL'YIlfl'UCefazolin 100 

mg/mL 

5. Sterility test	 gJ'i1~~1'U 

6. Pyrogen test	 gJ'i1~ ~1'U 

7. Bacterial endotoxin	 lliLil'U 0.15 USP Endotoxin Unit/mg ofCefazolin 

8. Unifonnity of dosage units	 l'l'i1~~1'U 

9. Specific rotation	 'i::wh-:J -10 fl-:Jfll C LLa:: - 2 4 fl-:Jfll C 

10. Water	 lliLn'U 6.0% w/w 

11. Particulate matter 

- 'lJ'Ul~ tlJ 10 mm lli Ln'U 600 0 fl'Uill~ / container l'l'i1~ ~1'U•
 
- 'lJ'Ul~ tlJ 25 mm lliLn'U 600 fl'Uill~/container l'l'i1~~1'U
• 

12. Constituted solution 



. 
":il0fll":iii 8 f'lWamtW~Lil'Wl::tlfHOl Cephalexin 500 mg. capsules , 

~UHl)Ju~..t11U• 
l.LtI'U01LiJ~LL~U'ifa 2 a'lfiA~~lJU';i::'t11'U 

'U 

.. I g,I 4.d Q.I

2.u';i::m)lJ~10 Cephalexin hydrochloride monohydrate 'Yl';ia Cephalexin monohydrate 'if~a)J~afllJ 

Cephalexin 500mg.l'U 1 LiJ~ 

3.lJ';i';i"ill'UmNtJ~aiA'YI iJa~n'U~1l)J~'U, 

4 .~alfl';i::lJ~a01 "1'UU';i::fl alJl?l1£mh~flJLLa::~1l)JLL ';i~ l'Ur.Jal9l l'U~'U mu La'tJ~r.Jal9lLLa::La"ll'YI:: LUU'U 
, OJ , 

~h~lJ0111mh~~~ L"il'UlJ'UlJ';i';i"ililw,J fl';i&m~lJ';i';i"ill 'ULLr.J~01 ~alfllJ'Um'lf'U::lJ';i';i"ila£h~lJ aol9ia~';i::lJ~a 
'iI 'i 'i Iii 

O1'Yl~a "1'UU';i::flalJl?l101,h~flJLLa::ml)JLL';i~ l'U~'Umu ua:: La'tJ~r.Jal9l 
OJ • 

l.ldentification 19l';i1"il~1'Ul9ll)J~';i::'41'U finished product specification 

90.0 - 120.0 % labeled amount of Cephalexin 

3 .Dissolution test U~)J1Wl?l101j;fl~fY (Cephalexin) 19ia~a::alul~lJaUfl1l 80 % 'tJa~ 

m)Jlw~LL~~1'Unal 30 'Uli1 

4.Related substances 19l';i1"il~1'Ul9ll)J~';i::'41 'U finished product specification 

5.Water l~Ln'U 10 0/0 

6.Uniformity of dosage units 19l';i1"il~1'Ul9ll)J~';i::'41'U fmished product specification 



• • • 

• • 

":iltJnl'':i~ 9 ,flWanlfW:;Lil'Wl:;"lleHtIl Diclofenac Sodium 25 mg Tablet 

~mn Dic10fenac Sodium 25 mg Tablet 

flWa3Ju&lYi'1hJ• 
1. LthUJ1Lij~ film coated tablet LthJLij~na3J aLVlih)~ 

2. l.h:;f)BU~1Ui1t11 Dic10fenac Sodium 25 mg 

3. U11'ilh.ILLr-J~~ilB~fi'Ufl113J~'U1~ ~~1:;U1'U L~B'U U~mVl3J~mU La'lJ~r-Ja{?lH-a'~L'il'UU'ULLr-J~ 

4. Ualm:;U1'Ur-Ja{?l, L~B'U U~mVl3J~mU, La'lJ~r-Ja{?l, La'lJ'YI:;L'Uu'U~i1~umHmh~-a'~L'il'UU'U.f1l"lf'U:; 

1. Identification test 

90.0 - 110.0 % L.A.of Dic10fenac Sodium 

3. Uniformity of dosage unit	 {?I11'il~1'U 

4.	 'YI~aBU drug release LLii1 ~B~ l~r-Ja~~~ 

- l'U simulated gastric fluid TS. ~ BWVl.f1)J 37 + 2 B~A1 
• 'II 

L'lfaL~Ua l'Unal 2 .a-113J~ {?I11'il'WU1.J'13J1Wi1t11hhfi'U 10.0% L.A. 

- l'U simulated intestinal fluid TS. ~BWVl.f1)J 37 + 2 B~Al 
• 'II 

L'lfaL~uaiji1ma:;alU D 750/0 (Q)'lJB~U13Jlw~w5~1'U 45 'Ul'rJ 

5. Chromatographic purity	 {?I11'il~1'U 



• • 

. 
... QI 

'iltlfl1'i'YI 1 0 f1Wafl'Mw::t~'Wl::'UfHtll Ergotamine tartrate 1 mg + Caffeine 100 mg Tablet 
~ 

~flm Ergotamine Tartrate 1 mg + Caffeine 100 mg 

YI rui.U,l'IJ&i 'ti'1hI• 
1. LtJ'UmLil~ihVl-rU-ru'l.h::m'U 

2. tJ';j::flflU~1E1~1mErgotamine Tartrate 1 mg + Caffeine 100 mg l'U 1 Lil~ 

3. u';j';j'll'ULLr.J'l~ilfl'ln'U Y111:JJ~'U1~• 
4. ualm::ul'Ur.J~l9l,L~fl'U tJ~E1TVI:JJ~mEl,Latl~r.J~l9l, Latl'YI::LiiEl'U~i1-rumHmh'l'2f~L'l'UU'U.f11'2f'U:: 

1. Identification Test 

90 -110% L.A. of Ergotamine tartrate 

90-110% L.A. of Caffeine 

3. Uniformity of dosage units hiUflElfll1 85 % ua::hhn'Ufll1 115 % L.A. 

4. Dissolution time m{~'lr.Jafl1';ja::alE1tlfl'l~1mhjuflElfll1 75 %(Q)l'U 30 'Ul'Yi 

5. Disintegration time h.iLn'U 30 'Ul'Yi 



· '"
 
~1t1fl1~'YI

." 11 flf.1Utfl'ttW~tiI'Wl~"lleHltI1 Finofibrate 200 mg Capsule , 
...: 
"lffltl1 Fenofibrate 200 mg 

"I '::.1 <II ...

2. L'U 1 L3J~ u~~nfll.J~1t1Gl1t11 Micronized Fenofibrate200 mg 

3. l.J~~~1'ULLr-J":)flaihi1t13JvJfltl~'Vl'ifl blister pack iJfl..:)n'Umi":)LLa~f1113J~'Ul~, .. 
4. l.J'Uill"lf'U~l.J~~~~a3J~atl1mh..:),jfltl~a":)~~l.J~m.n'Vl~a,b'UU~~nal.Jvl1tmh~ruLLa~f1113JLL~":)1'1..1 

, , u 

r-JaGl 'Vl~a1'U~'Umtl La"ll~r-JaGl ~~1.J Haril..:)i~L~'U tI1nl9iam~'Vla~aan" , 

1. Identification test 

98.5 - 101.0 % L.A. of Micronized Fenofibrate 

3. Content unifonnity Gl~1~~1'U 

4. Dissolution LLa~":)r-Jam~a~alU"lla":)vl1t111~,jatlnil 80% (Q) 1'1..1 30 'U1'Y1 

5. Related substances Gl~1~~1'U 

6. Degradation product Gl~1~~1'U 

7. Loss on drying Gl~1~~1'U 



. 
'llDfll'ln 12 flWimjW~L~'Wl~f)~Dl Ferrous fumarate 200 mg Tablet , 

.J 
'll'flm Ferrous fumarate 200 mg 

~ ,fU a~J'u~ 'ti'11t1 
l.Lth..lmLiJ~L~aflUvM3J (film coated tablet) 'll'ij~~uth~'YI1'1..1 

2.1'1..1 1 LiJ~ th::m)U~1t1~1m Ferrousfumarate 200 mg 

"" "" ..1 ~ "" il ... :N 1'" '" ... "" :'13.U';j'l'i1'I..ILL~..:Jfl~3JL'I..Itl3Jnfltla VI';jfl blister pack fl..:Jn'l..lLLa..:JLLa~~113J'll''I..I ~ U'I..In~..:J{;Ifl..:J';j~1.J1'1..1 L~fl'l..l u 

~mVl3J~fl1t1, La'll~~a{;lH~~L'il'l..l• 
4.~aln ';j~U~flm a1'1..1,.h~nflu~1m,hyj'uma::~113Jn ';j..:J 1'1..1t-Ja{;l 1'1..1~'I..Ifl1t1 La'll~t-Ja{;lLLa~La'll'YI~LUtl'l..l 

• v • 

vh~umHflUl..:J~~L'il'l..lU'I..Iu';j';j'ililW"• 

l.ldentification The filtrate responsd to the tests for Iron 

95.0 - 110.0 L.A. of Ferrous Fumarate 

3.Uniformity of dosage units {;I';j1'il ~1'1..1{;113J~';j~1.J 1'1..1 finished product specification 

4.Dissolution test 1JJiJfltln'h 75%(Q)oftheL.A.offerrousfumarate.fllt11'1..1 45 '\..I1Yh 



•• • 

. 
~18fll~fj 13 AWaf)YW~Lil'Wl::lJfI~81, 

Antazoline hydrochloride 0.05% and tetrahydrozoline hydrochloride 0.04% ophthalmic solution 

AWatlu&i~1hJ• 
1. LtI'Ual'H~::intl1au";jlf1"Jlm~fl 

2. U";j::flflU~1t1~1t11 AntazolineHClO.05 % LL~:: Tetrahydrozoline (or Tetryzoline) HCI 0.04 % 1'1.1 

al";j~::~lt1mtlWI";j 10 ml 

3. U";j";j"J1'Uilltr'U::U";j";j"JtI~aihILLl.i'U LL~::il fl~n'ULLa~ U";j";j"Jm~fl~~:: 1 "lJ1~ 

4. u~lm::U~fltl1a1'UU";j::flflU~1t11"1f1UJLL~::A11t1LL";j~ l'U~a~ l'U~'Umtl L~"lJ~~a~LL~::L~"lJ'YI::LUtl'U 
• u	 • 

~l~U tI11imh~i'~ L"J'UU'UU";j";j"J.nW'tl LL~::u~lflU'Umtr'U::u";j";j"J fl£h~-u fltl~ fl~";j::U~fltl1,.,~ fl a1'UU";j::fl flU.	 ., 
~1t11"1f1UJLL~::A11t1LL";j~l'U~'Umtl LL~::L~"lI~~a~ 

u	 • 

1. Identification	 ~";j1"J~1'U~1t1~";j::'41'U finished product specification 

90.0 -110.00/0 L.A. of AntazolineHCI 

90.0 - 110.00/0 L.A. of Tetrahydrozoline (or Tetryzoline) HCI 

3. Deliverable volume	 ~";j1"J~1'U~1t1~";j::'41'Ufmished product specification 

4. Sterility test	 ~";j1"J~1'U 

5. pH	 ~";j1"J~1'U~1t1~";j::'41'1.1 finished product specification 

6.	 Tonicity Equivalent to 0.6-0% of sodium chloride("'~fl 205.12 ­

3 40.13mOsmlLitre) 



'llafl1'l~ 14 fUUafl'l~W~LW'Wl~"lle:h'lalHydralazine Hel 50 mg Tablet 
~ 

~mJ1 Hydralazine HCI 50 mg Tablet 

~wa3Ju~~11tJ• 
1. LtJ'lJmLi1~ 'll'iJ~1'IJtJ~::'YI1'IJ 

2. tJ~::f)fl'IJ~1fJ~lm Hydralazine HCI 50 mg 

3. 'IJ~T'ill'lJLL~":lflaihijfJ3JvJ flfJa..,(1fl blister pack il fl~fi'IJ~113J~'lJLLa::ilfl~fi'IJLLa~. .. 
4. LL~~flaihijfJ3JvJflmf..,(1flblister pack ~fl~~::'IJ~flm ,b'IJtJ~::f)fl'IJ ~1mtf1~UJLLa::~113JLL~~ 

.. • u 

L~fl'IJ tJ~ 'YI3J~fl1fJ La"ll~~a~H~~L"il'IJ'IJ'lJLL~~• 
5. 'i1alm::'4~flm th'IJtJ~::f)fl'IJ ~1mtf1~ty LLa::~113JLL~~ L~fl'IJtJ~~a~LLa::'YI3J~fl1fJ,La"ll~~a~ 

,La"ll'YI::LiifJ'IJ~h1'IJmHmh~~~L"il'IJ'IJ'IJ.fl1'll''IJ::'IJ~~''il• 

1. Identification Test ~~1"il~1'IJ~13J~~::'41'IJ finished product specification 

2. m3J1W~1mal~ty 90.0 - 110.0 % labeled amount of Hydralazine HCI 

3. Uniformity of dosage units ~~1"il~1'IJ~13J~~::'41'IJ fmished product specification 

4. Dissolution time hh!flfJf)'j, 75 % (Q) a::alfJ1'IJ 45 'lJ1Yi 



".il0m".i~ 15 f'lWamtW~Lw'Wl~t1eNOlHydralazine HCI 25 mg Tablet 
~ 

""
,

."lI'fltl1 Hydralazme HCI 25 mg Tablet 

~ ru lUI'll&!-rYlhJ• 
1. Lth.JtI1dJ~ "lI'il~~'Uu';j::'t1l'U 

2. U';j~nfl'U~lrr~lt11 Hydralazine HCI 25 mg 

3. 'U';j';j"ill'uLLr.J~elaiJLUmJv.J elmh'l~ fl blister pack il el~n'U~11aJ~'ULLa::ilel~n'ULLa~ 
• u 

4. Ltr.J~el~iiLurraJv.JmJ,h'l~el blister pack ~el~';j~'4~eltl1 al'UU';j::nel'U ~lt11,h~qjLLa::~11aJLL';j~ 

L~el'U tJ~ 'YlaJ~mtl La"lJ~r.JaG1H-n~L"il'U'U'ULLr.J~• 
5. ilalm::'4~eltl1 al'UU';j::nel'U ~lt11j;fl~qj Lta::~11aJLL';j~ L~el'UtJ~r.JaG1LLa::'YlaJ~m~, La"lJ~r.JaG1 

,La"lJ't1::L'Urr'U~l~'UtI1Hmh~-n~L"il'U'U'Uill"l1''U::'U';j';j''il• 

1. Identification Test G1';jl"ilrJl'UG11aJ~';j::'Ul'U finished product specification • 
2. U~aJlru~lt11j;fl~qj 90.0 - 110.0 % labeled amount of Hydralazine HCl 

3. Uniformity of dosage units G1';jl"ilrJl'UG11aJ~';j::'41'U finished product specification 

4. Dissolution time hiufltlnil 75 % (Q) a::alt11'U 45 'Ul'n 



.
 
'ilflfll'iii 16 F1WamtW~L\l'Wl~EJ'I1m HyoscineButylbromide 10 mg tablet 

1 

~W'UJUGl<ttlhJ 
1 

l.LthJmLil~L~~hl1.Jlrlvni.'i 'H~m~~hI1JYJ~t1 
.1 ., '" 

2.u'j~mI1J~lt1~lm HyoscineButylbromide 10 mg 

:;"1 "" il '" ~ 
3.'I.J'j'j~ lJLLtNu~alJ'YI a'l1fllJLLa'l1LLi.'i~~11t1"lflJ1• 
4.:Ui.'ilm~'l.JllJt-Ja~,••L~alJ tJ~tI1'HtI~mtl, Li.'i'iJ~t-Ja~, Li.'i'iJ'YI~LUtllJvil-j'I.JtI1Hmh'1i~L~lJ'l.JlJm"lflJ~u'j'j~• 

l.Identification Test 

92.5 - 107.5~ L.A. of Hyoscinebutylbromide 

3.Uniformity of dosage units V1'jl~ tJllJ 

4.Disintegration Time sugar coated 1~ tfllJ 60 lJlfi 

film coated 1~ tfllJ 30 lJl'n 

5. 

6. 

Related substances 

U~t11W Hyoscine 

V1'jl~ tJllJ 
I ., 

<= 0.1 ~ ofHyoscineButylbromide.yjLL~'1'I.JlJ:Ui.'iln(BPI998) 

'Htll£/L'HVI. 
m&rh'I.J1L~'j1~"'t-JaVl.nW'n1~i'jm'jVl'j1~'H1~WatlUGl'YI1'1L'YI~il~1lJila 61";'I.J~';'YI~:;il'Hl.hm.hLanal'j. ~ 

V11t1LialJl'iJ~lJ 'lila 5 t11LL'YIlJ1~ 



• • • 

• • 

.
 
":ilf./fll":in 17 flf.l.lafl'l~ff.l.l::t~'Wl::tl£l-3f./lIbuprofen 400 mg Tablet 

~ 

d 
"lfflm Ibuprofen 400 mg Tablet 

f1f.l.1a3JU~ht1hi• 
1. LtJ'UmLiJ~"lfiJ~LflamJvh~'3J LiJ~na3Ja"lf3J'W.. 
2. l.h~nmJ~1f./~1mIbuprofen ,400 mg 

3. 1.J":i,)"ill'ULL~-:J~11 fl':Jfl'Ufl113J~'U 1~ ~-:J')~u-r'U L~ fl'U tJ~m'H3J~ mf./ La"lJ~ ~al9lH-H~L"il'U1.J'ULL~-:J 

4. Ualm~1.J1'U~al9l,L~fl'U tJ~m'H3J~mf./,La"lJ~~al9l, La"lJ't1~LUf./'U~l~1.JmHmh-:J-H~L"il'U1.J'Um"lf'U~ 

1. Identification Test 

90.0 - 110.0~ L.A. ofIbuprofen 

3. Uniformity of dosage units 19l,)1"il~1'U 

LLa~-:J~am')a~alf./"lJfl-:J~1l'.l1hhJflf./n':h80~(Q)1'U604. Dissolution test 'Ulfi 

5. Water content 1 3.hn'U 5.0~ w/w 

6. Related substances 19l,)1"il~1'U (BP.1998) 

7. Limit of 4-isobutylacetophenone hhn'U 0.1~ ~miJ~ (USP.24) 



• • • 

• • 

I 

.
 
'ilOnl'i-n 18 flWafl'HW:::tw'Wl~8\lmIbuprofen 200 mg,Tablet 

~ 

"" "lffltJ1 Ibuprofen 200 mg Tablet 

~ru,nJu&l'ti'11't1• 
1. LthJmLiJVl"lfiAVlL~thIlJYJi.hJ LiJVlmUJa"lf3J'W.. 
2. 't1'i::nf)uY1'l[j~lm Ibuprofen 200 mg 

3. U'i'i"il11JLL~~~ilf)~fi1J~113J~1J La"lJ~~~\9I1i-a'VlL"iI1JU1JLL~NlY1' ~~'i::Ul1J L~f)1J tI~[jl'H3JVlm[j 

4. rualm::Ul1J~~\9I,L~f)1J tI~m'H3JVlm[j,La"lJ~~a\9l, La"lJ'YI::Lii[j1J~h~um1iflth~-a'VlL"iI1JU1JJll"lf1J:: 

1. Identification Test 

90.0 - 11 0.0% L.A. ofIbuprofen 

3. Uniformity of dosage units \9I'il"i1 ~11J 

4. Dissolution test LLaVl~~afl1'ia::al[j"lJf)~~lm 13hjf)[jfl118 0%(Q)11J6 0 1Jlii 

5. Water content 1 ~Ln1J 5.0% w/w 

6. Related substances \9I'il"i1~l1J (BP.1998) 

7. Limit of 4 -isobutylacetophenone l~dl1J 0.1% ~miJVl (USP.24) 



• • 

•• • 

• • 

Ipratopium Br 0.25 mg + FenoterolHBr 0.5 mg/ml Solution 20 ml 

.J 
'lI'am Ipratopium Br 0.25 mg + FenoterolHBr 0.5 mg/ml Solution 20 rnl 

~W'UJU&i-rt1 hJ• 
1. L;hWl'lhtJ'ili'1'llm~ala hiiHl Gfl'Yl~Ul-EnuL~~a~'VhJaYl ( Nebulizer) 

'U 

2. tJ'i::nauyj1u~1m FenoterolHCI 0.5 mg.lml. LLa:: Ipratopium Br 0.25 mg/ml. 'I.fhJ1\91'iU'i'i~ 20 ml 

3. U'i'i'll'Uill'l1''U::U'i'i'ltlYlaihlUlhJ LLUU multiple dose 

4. Ualm::u~am ,b'UtJ'i::naU~1mGfl~f,lJLLa::~113JLL'i~ 1'U~a\9l1'U~'UfllU La'll~~a\9lLLa:aa'll 
• OJ • 

'Y1::Luu'U~h~um Hmh~-nYl L'l'UU'UU'i'i'l.tlW" n'iiUm~u'i'i'll'U'll1Ylm ualnU'Uill'l1''U::U'i'i'la~l~,j au 

~a~'i::u~am'Yl1a• ,b'UtJ'i::naU~1mGfl~flILLa::~113JLL'i~ 1'U~'UfllU LLa:: La'll~~a\91at: • 

1. Identification \9I'i1'l~1'U\9I13J~'i::'41'U Finished product specification 

2. tJ13J1W~1mGfl~fl! 90.0 -11 0.0 % L.A. offenoterolHBrLLa:: Ipratopium Br 

3. pH \9I'i1'l~1'U\9I13J~'i::'41'U Finished product specification 

4. Impurities ( Degradation product) 

- Fenoterol degradation impurity A hiLn'U 1 0/0 

(2 (l-p-hydroxyphenyI)-l-methylethyl­

4,6,8-trihydroxy-1,2,3,4­

tetrahydroisoquinolinehydrobromide) 

- Ipratropium degradation impurity hiLn'U 2 0/0 

( 8s-isopropyl- 3 ~-hydroxytropanium 

bromide) 

5. Active ingredient decomposition 

specification 

6. Minimum fill \9I'i1'l~1'U 

7. Iron hiLn'U 5 ppm 

8. Microbial limit test 'Yl1a sterility test \9I'i1'l~1'U 

'Yl3J1UL'Yl\91 - ~Wa3Ju&i'Y11~L'Y1~ij~1'Uia 4 LLa:: ia 5 fll'lLaanialYlia'Yl~~ti1yj 



• • • 

~lDm~fi 2 0 flWafl'MW~Lil'Wl~t1fHD1 Levodopa 250 mg. and Carbidopa 25 mg. tablets , 

1. LlJ'UEJ1LiJ~"lfij~~U1.h::'YI1'U 

2. U':i::nflUI111U~1EJ1 Levodopa 250 mg. LLa:: anhydrous Carbidopa 25 mg. 

3. U':i':iOJ1'ULL~-:J~ih)-:Jn'ULLa-:J ~-:J':i::ul'U L&ii:1'U tJ~ul'YI3J~mu Latl~~a{1J 1i~{1JLOJ'UU'ULL~-:J 

4. ilalm::U~flEJ1 ii1'UU':i::nflU~1EJ1,h~ruLLa::fl113JLL':i-:J l'U~a{1J l'U~'Umu Latl~~a{1JLLa::Latl'YI::L'Uu'U 
• v	 • 

19h~UEJ11iBril-:J~~LOJ'UU'UU':i':iOJ.nfl.!-M• 

1. Identification	 {1J':i1OJ ~l'U{1Jl3J~':i::U 1 'U fmished product specification • 
95.0 - 105.0% labeled amount of Levodopa na:: 

90.0 - 110.0% labeled amount of anhydrous Carbidopa 

3. Dissolution test	 m3Jlfl.!~1EJ1,h~ty (Levodopa) 19i'fl-:Ja::alUhjuBun'h 70 % t1fl-:J 

U13Jlfl.!~LL~-:Jl'UL1al 45 'Ul'n 

U13Jlfl.!~1EJ1~1~ty (anhydrous Carbidopa) 19i'fl-:Ja::alUh,iuflunil 70 % 

t1B-:JU13Jlfl.!~LL~-:Jl'UL1al 45 'Ul'n 

4. Uniformity of dosage units	 {1J':i1OJ~1'U{1J13J~':i::'41 'U finished product specification 



• • 

.
 
'jlE1fll'jfj 21 RWafl'ttW~Lil'Wl~fHEll Medroxyprogesterone Acetate Injection, 

mn Medroxyprogesterone Acetate 50 mg/ml in 3 ml Injection 

.1 ... '" 2.u'j::flBU~1£1\V11m Medroxyprogesterone acetate 50 mg/ml in 3 ml 

3.U'j'jOJ1'Um"if'U::u'j'jOJm5~U'j1 AOJlm~B"ifiJ~ILLn1 

1. Identification 

2. 'LfhJ1ru\VI1mGh~qJ 90- 11 0 % L.A. of Medoxyprogesterone acetate 

3.pH 3.0-7.0 

4. Sterility Test \VI'j1OJ ~1'U 

5 .Particular matter 

- t1'Ul ~ 2: 10 micronhi Ln'U 6,000 / Container \VI'j1OJ~1'U 

- t1'Ul~ 2: 25 micronhiLn'U 600 / Container \VI 'j1OJ ~1'U 

6. Related substances \VI'j1OJ~1'U (BPI998) 



. 
':ilDfl1':in 2 2 ftWafl'ttW~Lw'Wl~tJfNDl Methyldopa 250 mg tablet , 

.,:
 
'lffltl1 Methyldopa 250 mg tablet
 

V1Wa2JuG\-r1'1hJ• 
1. LthJtI1LiJ~ 'lfiJ~-'rul.h~'YI1lJ 

211..11 LiJ~ 'l.h~f1flU~1t1~1t11 Methyldopa 250 mg 

3 U':i':i~11JLL~~.yitJ~aiJ'YI ilfl~filJVl112J~lJLLa::Ufl~filJLLa~• 

1 Identification test ~':l1~~11J~12J~':l::'411J Finished product specification 

90.0 - 110.0% oflabeled amount of Methyldopa 

3 Unifonnity of dosage units ~':l1~~11J~12J~':l::'411J Finished product specification 

4 Dissolution test hj,j'fltlf111 8 0% "ilfl"lm2J1W~1t11tf1vi'ru~':l::U11 fI1t111JL1a 
u • 

\ 



'11anl'~ii 23 f1WamfW::tw'Wl::rl8-3f1l Methyldopa 125 mg tablet 
~ 

..: 
"lI'mn Methyldopa 125 mg tablet 

~w,uJ'u~yf11t1• 
1. LtJ'UEIlLiJ~ "lI'iJ~~tJt1~~'YIl'U 

21'U1 LiJ~ t1~~natJ~htl\?i'1E1l Methyldopa 125 mg 

3 tJ~~'ill'ULLl'I..:ryitJ~aiJ'YI ila~fi'U~11tJ~'ULLG\~il a~fi'ULLa~• 

1 Identification test W1~1'i1~1'UWlltJ~~~'41'U Finished product specification 

90.0 - 110.0% oflabeled amount of Methyldopa 

3 Uniformity of dosage units W1~1'i1~1'UWlltJ~~~'41'U Finished product specification 

4 Dissolution test 1,j,jatlnil 80% 'lla~mtJlw\?i'1E1l,h~ru~~~tJ11 intll'UL1G\ 
OJ • 



•• • 

. 
'il0fll'ifi 2 4 F!Wifl'tfW~tw'Wl~'IJ£l~Ol	 Methylsalicylate compound cream 

. 
cO 

tfflE.l1 Methylsalicylate compound cream	 25- 3 0 gm 

~Wa3JU~..t1hJ• 
1.Ltl'UE.I1~~3JihH~Uli1l1U'Uan 

2.1.h~naU~1EJY11E.11V1anmh'luau3 tfU~	 ~a . ., 
- MethylsalicylateaE.I1'l'Uau 100/0w/w
 

-Menthol mh'luau 50/0 w/w
 

- Eugenolmh'luau 1% w/w
 

3.U11Iilnaa'la:: 1 Viaa~• 
4.Ualn1::U1'Ut-JaYl , L~a'U tl ~E.I1'Yi3J~mEJ ,La"ll~t-JaYl , 'YI::Luu'U~h~um1imh'l-a'~LIil'UU'U1l1tf'U::U1'i1il 

1.	 Identification test
 

80-1200/0 L.A.
 

3. Microbiallimit	 < 100 CFU/gm 

4. pH	 4.5-7.5 

5 . Average content/tube	 3Jlnnil'Yi~m'Yhfiu~'i::uli1'Uualnm• 



... 
~WafnfW~til'Wl~tlfHltI1 Metoprolol tartrate 100 mg. tablets 

. 
"" "limn Metoprolol tartrate 100 mg. tablets 

~wa2Ju&i'ti'11u• 
1.LtI'UmLiJ~"liij~:ruU'";j~'YI1'U 

.1 ...... 1 <;j
2.u'";j~m)U~1E.1~1m Metoprolol tartrate 100 mg. 'U 1 L2J~ 

3.u'";j'";j"ill'ULL~'1t1~aij'YIU f)'1tl'ULLa'l• 
4.\lalm~U~f)m a1'UU'";j~flf)U~1malAt:ULLa~~112JLL'";j'l 1'U~a~ 1'U~'UmE.l Latl~~a~LLa~Latl'YI~LUE.l'U 

• u • 

~h:rumHmh'loff~L"il'UU'Uu'";j'";j"ililw'ti' mwm~u'";j'";j"ill'ULL~'1m \lalflU'U.fll't1''U~U'";j'";j''ilf)Eil'1'1i f)E.lvif)'1'";j~U~f) 
q II q II 

mVl~f) a1'UU'";j~flf)U~1malAt:ULLa~~112JLL'";j'l1'U~'UmE.l LLa~ Latl~~a~ 
u • 

1.Identification ~'";j1"il~1'U~12J~'";j~ul'Ufmished product specification• 
90.0- 110.0% labeled amount of Metoprolol tartrate 

3 .Dissolution test U~2J1W~1malAt:y (Metoprolol tartrate) vif)'1a~alE.11~'Iif)mr;h 75 0/0 

t1f)'1m2Jlw~w~'11'UL1al 30 'Uln 

4.Uniformity of dosage units ~'";j1"il~1'U~12J~'";j~'41'U finished product specification 



• • 

•• • 

. 
11t1f111ii 2 6 flWaflltW~LwWl:::!Jf)'3t11, 

Metronidazole intravenous infusion in 500 mg in 1 00 ml 

~UA,UJuGii11t1• 
l.al·H~~,nU'l.hl~'illm~a 1a hHjitt 

2.'ll'i~flaU~1t1~1t11 Metronidazole 500 mg1lJal'la~alU'lfhJ1~'l500 rnl 

3 .U'l'l~llJ'lI1~HLih type I or type II 'YI~a llJ1I1~'WalaGim.hl~'illm~a LLa~U'l'l~ llJmla'lm::~l'M'YI~a 
~ ..,

fl1'lJlJ ::'YIU LLa'l'YI a'YI t1'Y1fl1l1 ~ 

4.walm~U1lJ~a~, L~alJ t1~tI1'Y1t1~mu, Lall~~a~, Lall'YI~LiiulJ~h-ru1iacil'l~~L'illJUlJfl1'lJlJ::U'l'l'il 

1.Identification test 

2.mtllUA~1t11,h~fY 90.0 - 110.0 % L.A. Metronidazole 

3.pH 4.5 - 7.0 

4.Sterility test ~'l1'il~llJ 

5 .Pyrogen test ~'l1'il~llJ 

6.Particulate matter 

- lIlJl~<= 10 m hhfllJ 6000/container ~'l1'il~llJ 

- lIlJl~<= 25 m hhfllJ 600/container ~'l1'il~llJ 

7.Bacterial endotoxin 1,j LfllJ 0.35 USP endotoxin unit/mg of Metronidazole 

8.Nitrite content 1,jLfllJ 40 ppm (BP 1998) 

9.Related substances 1,jLfllJ 0.5 % (BP 1998) 

'YIm m 'YI~• 
~UAatluGi'YI1'lL 'YI~iJ~llJ~a 5 LLa::~a 7 m'ilLaafl~f)l~~f)'YI~'l 'YI~maf)fl'tf'l 2 ~f)fTI~ 

q 



.
 
.... QI 

')10n1')'t1 2 7 flWiln'lfW~tw'Wl::t1fHOl 
~ 

Oral rehydration salt powder for adult rJa3J~TlFhnw 240 - 250 ml 

~wa:lJu&l..t11t1• 
l.tu'UWJ'H~mtn';i'Ui.'i~i.'i~(.nmrl~lD1 :l.hU'UOfl'U 

" 
2.U';i';ili)l'U'lffl~~u~aiJ't1 ilfl~n'Utta~tti.'i~~11:lJ~'U• 
3.'lh~nflU~1D~1m,h~qJ{Vjfla{J)';i~~~ 

Sodium chloride 2.6 g 

Potassium chloride 1.5 g 

Trisodium citrate dehydrate 2.9 g 

Glucose 13.5 g 

4.\1i.'iln';i~U~flm i.41'U'lh~nflU~1m,h~rutti.'i~~11:lJtt';i~ 1'UrJa{J) 1'U~'Ummi.'i"ll~rJa{J) tti.'i::ti.'i"ll't1~tiJD'U 
• u • 

~h~um11mh~i~tli)'Uu'UU';i';iIi).nW"• 

l.Identification test 

Sodium chloride 90.0- 11 0.0 % of label amount of Sodium chloride
 

Potassium chloride 90.0-110.00/0 oflabel amount of Potassium cWoride
 

Trisodium citrate dehydrate 90.0 -11 0.0% of label amount of Trisodium citrate dehydrate
 

Glucose 90.0-110.00/0 oflabel amount of Glucose
 

3.Unifonnity of dosage unit 



• • • 

.
 
".iltlfll".ifi 2 8 FlWafl'ttW::Lw'Wl~f)~tl1 Oxytocin injection 10 iu/ml 

~ 

d 
'll'mn Oxytocin injection 10 IU/ml 

~fUatl'u~ht11u• 
==1 ...1. Lu\HJ1~~ 

2. U'l:::nm.Jvi1f.l~1m Synthetic Oxytocin 10 iulmi 

3. U'l'lOJ1'IJ'YI(;H)~LLn1 'lJ'lJl~ 1mI ~~'l:::Ul'IJ L~El'IJ t1~m'YItl~mf.l La'lJ~~aVl1i~~LOJ'IJ 

4. ~alm:::u~mn (;h'IJU".i:::nf)U~1mal~f.l.lLLa:::~11t1LL'l~l'IJ~aVll'IJ~'IJmf.l La'lJ~~aVlLLa:::La'lJ'YI:::L'Uf.l'IJ 
• OJ	 • 

~T~um1imh~~~LOJ'lJU'IJU'l'lOJ.nW"• 

1.	 Identification Vl'l1OJ ~l'IJVllt1~'l:::1.,! 1'1..1 finished product specification 

Vl'l1OJ~1'IJVllt1~'l:::1.,!1'1..1 finished product specification 



.
 
~lt1fl1~ii 2 9 RWafl'ttW~l\l'Wl~'Dil\ltl1 Phenytoin 100 mg 

~ 

.1 '" '" 2.u~::m:I1J~1t1~1mPhenytoin 100 mg 

3.U~~~1'lJill'lf'lJ::t1~ alAn• 

1.Identification test 

95.0-105.0% L.A. of Phenytoin 

3.Content unifonnity ~~1~~1'lJ 

4.Related substances ~~1~~1'lJ (BP 1998) 



Salmeterol and Fluticasone Propionate evohaler (25+125 mcg)/dose 

~mn Salmeterol and Flutieasone Propionate evohaler (25+ 125 meg)/dose 
, 

.odI IV ..' 
t1'Ul~'YJ\9If)~m';j Salmeterol 25 megLLGl:: Flutleasone PropIOnate 125 meg \9If) 1 dose 12 0 dose/t11~ 

i51:H all'/~'U~'Ua~'YJ1~1.hn 
'U 

Arua:IJu&l..r111J• 
1. mall'/~'U~'Ua~ l'Um';j~'Um 1 A~~ ~::ll1~lm Salmeterol Xinafoatem:IJlflJLiiu'ULl'hn'U 

'U 

Salmeterol 25 meg LLGl:: Flutieasone propionate 125 meg 'U';j';j~l'Utll~m~'U~~ 1J~:lJlflJ 120 dose 

2. ~Gllnl'/~mf)nal';jfhn'Um';j::lJ~f)aliJfY'YJ1~m,t1'Ul~ ,i51-H ,LGltl~~a\91 ,1'U~a\9ll'/~f)1'Ul'/:IJ~m~H 

-E'~L~'U 

1. Identification 

2. 1J~:lJlflJmL~~U~f)m';j~'U 1 A~~ Salmetero118.9 ~ 23.1 meg 

. Flutieasone Propionate 99 ­ 121 meg 

3. Al1:IJa~lLa:IJf)t1f)~1J~:lJlrum \9I';jl~~h'U 

4. Mean fine particle mass Salmeterol 7 - 1 3 meg 

Flutieasone Propionate 4 5 ~ 65 meg 



... '" 
";il0fl1";i'fl 31 f1Wafl'l:fW~LW'Wl~eNOl Sodium phosphates enema 

~ 

.d . 
"lfam Sodmm phosphates enema 

Awa2Ju&ht1hJ• 
1. Lt1'Uml~L~'Wl::~ al'''l'~'ua1'U'YI11'';iVl,rfl 

2. l'U 100 ml 'l.h::flaU~1t1~1m Sodium biphosphate 15.2 -16.8 g LLa:: Sodium phosphate 5.7-6.3 g 

3. U";i";i~1'U"l.I1V1'Wala&lfl "l.I'U1V1 133 ml• 
4. ~alm::u~am a1'U'lh::naU~1m,h~flma::A112JLL";i~l'U~a~ l'U~'Ufl1t1 La"l.l~~a~LLa::La"l.l'YI::Liitl'U 

• u • 

~h-rum11a cil~-HVI L~'UU'UU";i";i~.nw'ri'• 

1. Identification ~";i1~ ~1'U~12J~";i::'41'U finished product specification 

I d 1
~";i1~~1'U~lum::'4 'U finished product specification 



• • 

"ilfJfl1"i~ 3 2 ~tuii'm:ftu::t\l'Wl::llEhml Spironolactone 25 mg tablet 

AWGltlU&l..,t1hJ• 
1. LtJ'UfJ1LiJ~ l:J.iLAafluJ'lGna 

2. a1'UU';l~nflU~1[JGi'1fJ1Spironolactone 2 5 mg 

3. U';l';i"Jl'ULLt:J-iltI~GliA'VI c;ntll';lflilfl-iln'ULLGl-ilLLa~A11tl~'U 1~• 
4. ~alm~Ul'Ut:JaGl, L~fl'U tJ~fJ1Vltl~m[J, La'll~t:JaGl, La'll'VI~Lii[J'UGil-rUfJ1Hmh-il-li~L"J'UU'Um'lf'U~ 

1. Identification test 

95.0	 - 105.0% L.A. of Spironolactone 
, 

3. Uniformity of dosage units	 G1';l1"Jt:Jl'U 

4.	 Dissolution test LLa~-ilt:Jam';ia~al[J'llfl-ilGi'1fJ11:J.i-ufl[Jnil 750/0 l'U 60 'Ul'n (USp 23) 

LLa~-ilt:Jam';ia~al[J'llfl-ilGi'1fJ11:J.i-ufl[Jnil700/0 l'U 45 'Ul'n (BP 1998) 

5. Related substances	 l:J.iLil'U 1.00/0 (BP 1998) 



• • • 

.
 
";ilDfl1";in 3 3 ftWafl'tfW~L\l'Wl::"llf)~Dl Vitamin complex Tablet 

~ 

~mn Vitamin complex Tablet 

~rua:lJU~..t1hJ• 
1. LthJU1LiJ~ ihVl'iUiU'lh~'YI1'U 

2.1'U 1 LiJ~'lh::f)e:lU~1tJi~liJ'Umhnj'm.l 8 "ll'iJ~~l:lJUfY~m'VIamL"; ..nn~ 'W.f'1. 2556 ~e:lVitamin 

B1 > 0.9 mg Vitamin B2 > 0.9 mg Vitamin B6 > 1.0 mg Vitamin B12 > 1.8 mcg Folic acid > 
300 mcg Niacinamide > 12 mg Pantothenic acid > 4 mg Biotin > 20 mcg 

3. U";i";i"il1'Ufll"ll''U::t1~aiJ'YIila~n'ULLa~ iJui;nm::U1'Ut-Ja~,L~e:l'U tJ~m'VI:lJ~mtl, La"ll~t-Ja~, La"ll'YI::LUtl'U 

19hiumHmh~~~L"il'UU'Ufll"ll''U::U'';i'';i''il• 
4. 1'U'VI:lJ~mtl"lle:l~m~a~:lJe:lul9ie:l~hh,j'e:ltlf)'h 1 tJ 6 L~e:l'U irU"illf)1'Ua~:lJe:lU• 

1.	 Identification test ~";i1"il~1'U 

~";i1"il~1'U 



• •• 

• • 

. 
~lt1fl1~fi 34 flwamfW::Lw'Wl::"llel-3t11 Vitamin Bl 100 mg Tablet , 

~mn Vitamin Bl 100 mg Tablet 

1. LtJ'UmdJ~ tfl'Hiu~m_h:::'YI1'U 

2.1'U 1 LiJ~tl~:::nf)U~1EJ\9l1mtfl~fY~f) Vitamin BI (Thiamine) 100 mg 

3. U~~"J l'ULLl'l-3~ilf)':If)'ULL'l'lLLa:::~11)J~'U 1~ ~"l~:::U1'U L~f)'U tJ~m'H)J~mtl La'll~l'lal9l11i~L"J'Uu'ULL~N 

4. ualn~:::U1'Ul'lal9l, L~fl'U t1~m'H)J~mEJ, La'll~l'lal9l, La'll'YI:::Li'iEJ'U\9hiUE.I1Hmh"li~L"J'UU'U.f)l"li'U::: 

1.	 Identification test 

90.0%-150.0% LA of Thiamine Hel 


