
flWgtm;ru~bu'W1~ en Omeprazole cto mg for injection h..:~-wEJ1'U1~~mn€3~ 

en Omeprazole ~o mg for injection 

L ~eJ 1m 'Uf11''Jth\J~-rrn~1~U1 CJb 'U b'a.:J'jl'jCJ1'lJ1G1~eJCJ b~~ 
'\J 

flill?l~~ 

®. LU'UCJ1~N Lyophilized ~"l.m U11~1\J1f1b~eJ 6'11~-r'U5~boV1Vl1-:J~G1eJ~b~eJ~\9\'1 bbG1~~CJ~boV1Vl1-:J~G1eJ~b~e:J~\9\'1 
\v. U1~f1eJ'UI9i'1CJ Omeprazole sodium ~?1~\jGifl'U Omeprazole CS::o mg 

m. 'U'a'ai\J 1 'U.fl1'1l'U~'U111\JCJ15~tl11~1\J1m ~eJ bbG1~'U'a'ai\JnrusVi1JeJ.:Jn'Ubb?J.:J 
CJ . 'I , 

~. omn - 1~~~eJCJ1 ~1'UU1~f1eJ'U~1CJ16'11~11J m1~bb'a.:J 1'U-b~eJ'U-tl~ e..J~\71, ~~~m~ 
bGi'V~e..J~\71, bG1'1JVl~L'IJCJ'U~h-r'Ut!1 HB~1-:J-B'~bi\J'U'U'U'U11'<\lnrusVi 

' 1 V ~ d d ll I al 
-'U'Ufl1'1J'U~'U11~eJ CJ1-:J'UeJ CJ\7lm'a~~'lleJ CJ1 'lleJf1111"11 ?11'U u 1~ f1eJ'U bbGi ~'1J'U1~ 

m1~bb 1-:J'VmCJ1 bGi'V~e..J~\71 1'U~~~eJ1CJ 11-a'~bi\J'U 

flill?l~tJ~Vl1-:J b Vlr1:Yr1 

Finished product Specification 

®. identification test 

tv. tl~mru~1CJ16'111"lt~J 
cv 91 .c:J 

m. pH (mCJ~G1-:JG1~G11CJ~1CJ solvent Vlb~m~?l~) 

cs::. Uniformity of dosage units * 

ct. Sterility 

b. Bacterial endotoxin 

b'll. Related substances ~~eJ degradation product 

- Individual impurity 

- Totallmpurities 

~. Water content 

0!. Particular matter 

Drug substance specification 

(A) Omeprazole USP 

®. identification test 

\v. tl~~1ill~1CJ16'111"ltl) 

m. Completeness of solution 

cs::. Color of solution 

' 

\71111\J~1'U 

0!o.o - ®®o.o o/ol.A. 

~.~- ®0.0 

m1'<i1~1'U 

\71111\J~1'U 

NMT ®b'licf Endotoxin units/~cf.\v mg 

of omeprazole sodium ~~eJ 

NMT \v.®~b'licf Endotoxin units/mg 

Of omeprazole 

NMT o.cf% 

NMT ®.oo/o 

hlbii'U ®o.o% 

\71111\J~1'U 

m1'<i1~1'U 

0!~.o - ®o\v.o %L.A. of omeprazole 

(On dried basis) 

m1'<i1~1'U 

Absorbance is not greater than o.®o 

~~ .. f111~f111 
('U1CJ8'UCJ.:J 1'1lCJCJ.:Jrl) 



ct. Loss of drying 

b. Residue on ignition 

m!. Heavy metals 

~. Chromatographic purity 

- Individual impurity 

- Total impurities 

(B) Qmet2razQle SQQium BP 

(9), Identification test 

~. Optical rotation 

m. \J~:W1tul'l1 ~16'flrlt1) 

((. pH 

cf. Related substances 

- Impurities D,E (for each) 

- Unspecified impurities 

- Total Impurities 

b. Heavy metals 

m!. Water 

(C) OmeprazQle BP 

(9). Identification 

~. tfi:W1tul'l1~1~1rl~ 

m. Impurities F and G 

cs::. Related substances 

- Impurities D,E (for each) 

- Unspecified impurities 

- Total Impurities 

cf. Chloroform and methylene chloride 

- methylene chloride 

- chloroform 

b. Loss on drying 

m!. Sulfated ash 

NMT o.ct o/o 

NMT o.<9l o/o 

NMT o.oo~ o/o 

NMT o.m o/o 

NMT ®.o% 

' 
1?1~1"J~1'U 

-o.®o 0 to + o.®o0 

ci~.o - ®O®.o %LA of omeprazole sodium 

(on the anhydrous basis) 

<9lO .m - <9l<9l.m 

NMT o.®cf o/o 

NMT o.®o o/o 

NMT o.cf o/o 

Maximum ~o ppm 

c(.cf- (9)0.0 o/o 

' 
1?1~1"Jm'U 

cici.o - ®O®.o % of omeprazole 

(on the dried basis) 

Maximum mcfo ppm 

NMT o.®cf % 

NMT o.®o% 

NMT o.cf ·o/o 

Maximum ®oo ppm 

Maximum cfo ppm 

Maximum o.~ o/o 

Maximum o.® o/o 

~~-.. m~:wm~ 
('U1~~'\.W\11'1W~\Ifl) 



* i11-b'e:J Uniformity of dosage unit's 1 ~bb'U'Ube:Jfl6'f1';ibb6'1V1~';i1EJ~~b~EJV1e.J~f11';il11'nlil1bfl';i1~,; 
~1nij1~bb~~';i1El~~b~EJV1~btltJI'i1b~'t!l11 tJ COA 

mrulilVJ'Vl~b-uEJ'Ubb~~rn';ib 1tJ (waive) rn~\1l';i'Jiil1bl"l';i1~th1EJrn';i 1VJ 1 ~~'Ubb6'1Vl~~~mnu 
"' 

~~n~11~1~~'Ue:J'4~~~-w 
Drug substance specification oWii'J1';iUJ11i11fl1U1bfl';i1~,;'1Je:J~~e.J~\11 Drug substance ~~e:J 

1u1bfl';i1~,; drug substance '1Je:J~~e.J~\11EJ16'11b~lil';i'U uU'U1V1uU'U~i!~ ~~i1fl1';i\1l';i'llil1bfl';i1~,; 
' 'II 'II 

v 1.1 q 0 

1"1 ~u VJ n~'l'll e:J'Vl rn~'U V1 

(9). ~ b6'1'Um11"111Pi'e:J~~'U611 b 'U1.n1~cl1EJ be:J n6'11';i ~~e:Jl.lmEJiJe:J~e:J-r'IJ';je:J~ be:Jfl6'11';i 1V1 EJ~il'e!1'U11il';i1EJ~~ b~EJVJ~~.n 
'U 'U 

(9).(9) be:Jfl6'11';ifl1~ 1~-r'Ue:J'4 tlJ111l~'U'Vl~b u EJ'UI'l1~'Umb ~mh~t11EJ 1 'UU';i~b 'Vlf'f1 'VIE! bb~~6'11bbV1~(declare)bb~~~e.J~\11 
(9).(9).(9) 1'U6'11~tlJfl1';i~'U'Vl~bDEJtJI'l1~'UEJ1 ('VIEJ.Iv 'VIEJ.m 'VIEJ.~) bb~'Jbb~mru, EJ1~e.J~I111tJtJ';i~b'Vlf'f 

1 'VIE! (~lJ1EJfi~ 'VIE! .~v),EJ1'111b -li1 b~mtltJrn';ibbU~'IJ';j';iliJ(~lJ1EJfi~ 'VIEJ.m), EJ1'111b -li11i11n~1~'th~b 'Vlf'f C~l.l1Elfi~ 'VIEJ.~) 
1.1 . II . ' . 

1 o ~ q odil Qf II cl cv $I 

(9).(9).\v 'Ufl1'1Je:J'1J'U'Vl~b'UEJ'UEJ1 'VIE1.(9) ~';je:J EJ.<9l '1Je:J~EJ1'Vlb6'1'Ue:J';i1fl1 ~';je:Jl.J';j1EJ~~be:JEJV1~1'1Je:Jfl1';i 

m'UfllJI"lu.t.n1~'1Je:J~e.J~\1l.tlrusn\111lJ~~'U'Vl~b DEJ'U (finished product specification) mrumh~wh~n1';i 
• • 'II 

b tJ~EJ'Ubb tJ~~bbm '1J b~l.l b~l.llil~IPi'e:J~bb tJ'U be:Jfl6'f1';i~~e:J611b tJ1m~n1EJfl1';j'1Je:Jbbti1 '1l (EJ .cr) l.l1~~e:Jl.l finished product 

specification bb~~~~~e:J Drug substance specification LV1EJ'llmbti1'1lne:J'Ul'UU';i~fl1f'!U';i~fl'JV1';i11"11~b~fl'Vl';ie:Jilfl~ 
bb~~hlbntJ 1v tJ ru 1tJtJ~~rnf'ftJ';j~fl'JVJ';i1fl1~b~fl'Vl';ie:Jiln~ 

(9).\v be:Jfl6'11';i~'IJ';je:J~l.l111l';i~1'Ufl1';ie.J~I1lm 
"' 

(9).\v. <9l mru~e.J~\11 EJ11 'UU';i~ b 'Vlf'f1 'VI EJ ~ e.J~\111i1~\Ple:J~i1611 b 'U1.fl1~n1 ElwtJ~~e:J~'U ';ie:J~l.l1 111 ';i~1'Ufl1';ie.J~ 111 
'U "' 

EJ11111l.l~~mnrusn1Tifl1';ie.J~\1l~m'Urn';ie.J~I11m PIC/S (pharmaceutical Inspection Co-operation Scheme) LVJEJ 

~'111V~1'U PIC/S participating authorities ~~e:JiJbe:Jfl6'f1';i~'IJ~ml.l1m~1'Ufl1';ie.J~\11V11111l.l~~mnrusnbb~~15rn~Vi~ 

1 1..! fl1';je.J~ 111 V1'1Je:J~ 61Tw n~1'U 1"1 ru~n ';j';jl.J fl1';je:J1~1 ';j bb~~ v 1 n ';i~'Vl ';i'J~6'1151 ';i'UJ6'!'1l ~~ ri'1~'U VJ~'U 1 V1 vi1m 1l.l6'1 e:J VJI"l~ e:J~ 
bb~~VlVl bViVWl'U~~mnrusn bb~~15fl1';i~~1 'Ufl1';ie.J~\11V1 PI CIS 1 'U~l.l'JV1V1~b6'1'Ue:J'1J1V uU'U~16'1V1\111l.l';ie:J'Ufl1';i • 
11l';i11il6'1e:J'ULVJEJile.J~n1';i~'IJ';je:J~fi~1tJtJ';j~fl1f'ftJ';j~fl1V1';i11"11~b~n'Vl~e:Jtln~ 

(9). b. b fl';irub u'UEJ1'111 b -1i 11il1 n~1~tJ~~ b 'Vlf'f ~ e.J~ 1111Pi'e:J~il~·,:r~~e:JG11 b 'U1.fl1~n1v~tr~~e:J~'U~e:J~ 
'U 

l.l1\1l';i~1'Ufl1';ie.J~\11CJ11111l.l~~mnrusn15~~1 'Ufl1';ie.J~111V1 PI CIS (pharmaceutical Inspection Co-operation 

Scheme) LV1V~tJ'JV~1'U PIC/S participating authorities uU'U~16'!V11111l.l';ie:J'I.Jfl1';i\1l';i'Jiil6'fe:J'U LV1Vi1e.J~fl1';i~'IJ';ie:J~fi~ 

1tJtJ';j~mf'ftJ';j~fldVl';i11"11~b~fl'Vl';ie:Jtln~ ~~e:Je:J1~\1l~e:JVJ<ii~ bb~'Jbb~mru 

(9).Ql be:Jfl6'11';ii"'UJ.fl1~'1Je:J~Vl~b6'f'Ue:J';i1fl1 • • 
<9l.m.<9l e.J~fl1';i\1l';i'Jiil1bfl';i;~,;~ru.n1~e.J~\1l.tlrusnv16'11b~lil~tJ'1Je:J~~e.J~\11 (Certification of analysis 

of finish product) 1tJEJ1itJ~?i~bU'UI'i''Je:J~1~ 
<9l.m.lv e.J~fl1';i\1l';i'Jiil1bl"l';i1~,;~rum~111l~~'U'lle:J~I'i''JV1611~tlJ (Certification of analysis of drug 

substance) m -b1 tJfl1';je.J~ 111 m~'U~?i~ b tJ'U l'i'1e:J~1~~~'1Je:J~~e.J~\11 EJ1 bb~ ~~e.J~1111'111t1~'U 
q \1 \1 q 

"" ......... ~~:-::....... U';i~51tJm';jl.Jfl1';j *~ ........................ fl';j';jl.Jfl1';i 

('U1V1\j~6 b\11'11~ Lflf'f~) ('U1EJ~'UV~ hEJEJ~rl) 



lv . ~1e:Jf.h-:JtJ1 

~v.@) ~ b6'f'Ue:J'j1f'l1~e:J-:~?i-:~~1e:J~1-:~me:J~1-:~ue:JtJ @) 'VItJ1tJ.'U'j'j"iJfiruevl ~-:~ b tl'U~1bb 'Vl'Ubb6'f~-:~'j1tJfl~bBml hi'mull1'U 
~ . 

l'm.J~n1'VI'U~ 1 'U~1oVe:Jflfl..l6'flJtr~~11 tJ<V'1-:~ ~'U 1 'U1'U~'U'lle:J-:~ b6'f'Um1fl1 1~ tJ m tJoue:J-:~ tJ1oue:J.:~ Lot. ~"il~ ~'Ub6'f'Ue:J'j1fl1 • • 
"il~~e:J-:~ne:J1~~'U"il1n1'U~~~~ 1~l.l1nn11 @) u 1'W1'1.Jtl'j~n1~'j1fl1 

Q'l. ~e:J-:~~1'1.Jm'j'V1~6'fe:J'U~1'UmtJil1'1"lil1tJ 1 'U1 'j-:J'I"JtJ1'U1fl 

tJ 
<V .,j I 

cs:. m'j 'j~n'Uflfl..l.fl1'1"l"Ue:J.:ttJ1'V16'f-:JlJe:J'U • 
<t.@) mtJoue:J-:~tJ1~?i-:~lJe:J'U~e:J-:~ nmtJ 1~lJ1nn11 @) u '!Ju"il1n1'U~~~~ • • 
<t.lv tJ 1'V1n-:~1 ~~6'1-:~l.l e:J'U "il ~~ e:J-:~?l-:~ci'1 b 'U 1.fl1'1"ld1 tJ 1 u -ru'je:J-:J t:-Jfl m'j~'j1 "il1 bm1~t-1tJ1~'U~?l-:~lJe:J'U"Ue:J-:J~ t:-J~ ~ . ' ~ 

bbfl~ 1 u1 bfl'j1~t-11 ~ (l~'U"Ue:J-:J~t:-J~~1~(l~'Um oUt.J~~ tJ1~'U~?i-:JlJe:J'U 
II \1 II Ill 

cs:.Q'l 1 'Umru~VIt11 tJ'j1"1Jm'j'Y11 m'j?llJ~1 e:1~1-:1 tJ1~?l-:~lJe:J'U b ~e:J?l-:J~'j1 "il1 bfl'j1~l-1fl fl..l.fl1'1"l Vltb tJ'j1"1Jm'j"iJ ~ ' . 
v11'VI'l1-:~~e:J~e:J-:~oue:J~1 e:1 ~1-:~ tJ1 1~ tJ ~ou1 t1 "iJ ~l'i'e:J-:~?l-:~ tJ1 b ~l.la n~1lJ'<ii' 1'U1'U~wtl1 tJ'j1"1Jm'j?i-:~m1"il1 bm1~-Mbbfl ~ b tl'U 

~ 

~-ru~~"lle:J'U~11-U'~1tJ 1 'Um'j~'j1"iJ1bfl'j1~~flru.fl1'1"l1 'Umru~'l"lu11m1~b tl'U 1 tl~1lJflru"'m~ru~bu'l"l1~ 'VItJ1tJ'j1"1Jm'j 
~ . . 

~ v 

oue:J6'f-:J1'U~'V151~-ruw"iJ1'jfiJ1 m'jb6'f'Ue:J'j1m t11~-:~ n~11oue:J-:~~ou1t1 bbfl ~~'VI~e:J ~t:-J~~ 1 'Ufl1' -:~~e:J 1 tJ 

<t.cs: ~ou1 tJ"il~~m-ru btl~ tJ'Um b~e:J m1n~'VIlJ~m~ 'VI~e:J b~e:J bn~m'jb~e:JlJ6'f.fl1'1"lne:J'U n1'VI'U~ 
cs:.<t ~"U1tJ"il~l'i'e:J-:~?i-:~lJe:J'U 1 Vl"'b-:~'l"ltJ1U1fltl1tJ 1 'U @)<f 1'U '!Ju~-:Jbb~1~-ru 1 ui-:~eSe:J 

\1 !11 5LI tl 

cs:.b ~"U1tJEi'UtJe:JlJ 1 ~~6ile:JtJm~n~t:1Jt1J1rie:J'U~f:1JtlJ1"il~~'U~~ 1 'Umru~e:J 1 tlu 

cs:. b.@) b U'U'j1tJm'j~nm'j'W"iJ1'jfl..l1~~tJ1e:Je:Jn"il1mYqJ,~oue:J-:~ 1 'j-:J'I"JtJ1'U1fl 

cs:. b.lv t.Jfln1'j~m~n 1~~ 1~tJ~'U~'Ut:-Jfl m'j 1 oU"il1n bb ~'VI~~ -lim bbfl~ii'VI"' n~1'U~'U~'U'V11-:Jn1'jbb 'l"l'Vl~ 

'VI~e:Jn'j1tJ-:!1'U ADR e:J~1-:J'j'Ubb 'j-:J • 
."1 .... tJ "" g', 1 ... ... d ., <t. b .Q'l 'l"l'Uu ru'VI1fl m~ru~ 'j bb 'U'U tJ1'Vf'je:J.fl1"ll'U~'lJ'j'j"iJ b u'U6'f1 b VI~ Vlbn~fl11l.lflfl1~ bflfle:J'U'V11-:J tJ1'Vl 

q., CU C! II 

?1-:~t:-Jflm~'Vl'U~e:Jm'j-rm~n~thtJ 1~tJ~h1tJ-:J1'Utlru'VI1"il1n~b~tJ1oUe:J-:~num'j1-U'm 
~ "' ~ 

d <t. be:Jn6'f1'je:J'U '1 
<f.@) 1'Umru~'U'Vl~bUtJ'UtJ1lJ1'U1'Un11 lv u "il~l'i'e:J-:~iici'1b'U1.fl1'1"ld1tJt:-Jfln1'jPim~nLong term stability 

~1lJ~~'Ub~lJb~lJ 1 'U'Vl~b utJ'UtJ1lJ1bb6'f~-:~ 
<t.Jv 1 'U mru~'U'Vl~ b utJ'UtJ1lJ1ue:J tJn11 ~v u "il~l'i'e:J-:~ii611 b 'U1il1'1"ld1tJt:-Jfl m'jPimnm1lJfl-:~~1oue:J-:~m~1lJ~ 

~'Ub ~lJb~lJ 1 'U'Vl~ b UtJ'UlJ1 bb6'f~-:~ bbfl~ 1~-ru m'jfi-:J'U1lJ-ru'je:J-:J be:Jn6'f1'j"iJ1n~neh'U1"iloue:J-:~u~~'Vl 
v 0 v cv dl il oq vv <t. Q1 be:J n6'f1 'j bb6'f ~-:Jfl11lJ fl-:J~1"Ue:J-:J m m tJ'VIfl-:1 m'jfl ~m tJ bbfl ~ b "il e:J"il 1-.1~1 tJ6'f1 'j'I.J1'Vl b 'VIlJ1 ~6'flJ6'f1lJ 1 'j(l b ou1 nu 

~1 tJ11m 'Ufl11lJ b -U'l.l-U''Um .Unu ~th tJ bbfl~l'i'e:J-:~ bb6'f~-:J'j1tJfl~b BtJ~~-:~6'1 e:J~fl~e:J-:~nu-U'e:JlJfl1 'Ube:Jn6'f1'jfl1 nu m 
~ ~ 

b. n1'j'lJ'j~ bi1'U~1tl'j~~'V1TI.fl1'1"l~ e:J'j1fl1 (Price Performance) 'j1 tJfl~ bBtJ~~1lJ be:J n6'f1'j'lJ'j~nJ~'j1fl1 

rt--. 
....... !.?................ tJ'j~51'Um'jlJm'j ~~ ........................ m'jlJm'j 

('U1tJ1'Ufl~ b~"ll~ 1nP~fl) 
~ 

('U1tJ~'UtJ-:J htJtJ-:Jfl) 


