
~ru~n'l!tru:::b~'W1::: a1 Erythropoietin Beta injection <t',ooo iu h-:i'Wa1u1~~e:ima~ 
' 

C.11 Erythropoietin Beta injection ct,ooo iu 

b ~81mum"j'01Dvi-rrn~1eru1CJ1u1 "j~vm1'U1'1~8mBvi 
'\J 

Atw?f~iJ~V(1 hJ 
' 

(9). bD'Ll?f1"j'1~'11tJU"j1f'1~1flb~81?t 1~i1~ 'LJ"j"j~1'Ll Syringe '\f\1~8~1i5vi1~Yl'LlV1 
\v. \911tJ1;;11A'111tJ<j~fl8'U~1tJ Erythropoietin Beta ct,ooo iu 1u syringe '\f\1~8~5vi 'll'Lllvi o.i;n ml 

,% 
i;n. 'LJ"j"j~1mm8vi'LJ"j"j~CJ1'\f\l{em5vi (pre-filled syringe) U"j1f'1~1f1b'118 

@:'.. i:J'11flW'U 
' 

zj8CJ1 ?i1tJtJ<j~fl8'U\911 m;;11A'rubb'1~A11~ bb "j~· 1u~~\91 1u~um CJ b'1'1J~~~\91 bb'1 ~ b'1'1JVJ~ b ue.1u~1-r'U 
v ' 

CJ 1118~1~~ vi b ~'Ll 'U 'Ll 'U "j"j~ i1 ruevi' ~rn 1 fl'U'Ll Vl'18 vi'U "j"j~ CJ 1 '\f\1{8~5 vi e:i ~ 1~il 8 CJ~ 8~ "j~'LJzj8CJ1 
' ' q 

?i1tJtJ"j~fl8'U\911e.11G11A'ru m1~bb"j~ 1u~umtJ bb'1~b'1'1l~~~\91 
v q 

Atw?f~iJ'~Vl1~ b VlAtJA 

(9). identification test 

iv. tJ~mru~1e.11;;11A'111 

i;n. pH 

<9.:'.. Sterility 

ct. Pyrogen test Vl~8 Bacterial endotoxin 

b. Particulate matter 

b18'Ll1'1l~'Ll1 

(91"j1~~1'Ll 

~o.o - (9)\vct.o % of nominal content 

ml.o - ml.<9.:'. 

(91"j'"J~~1'Ll 

(91"j1~~1'Ll 

(9). er b?f'Ll m1A1~8~ ~u;;11bmm'\f\lci1CJb8 fl?fl"j '\f\1~8~'11e.1i'.J8zj8-r'U "j8~ b8fl?f1"j 1 vi CJ eri'.le:J1m~"j1 C.1'1~ bB CJ vi ~~.Q' 
'\J '\J 

(9).(9) beJn?f1"jfl1"j 1~fo8tJ1U1\91~'LlVl~bu CJ'Ll~1fomb~ff<il1V1t11CJ 1utJ<j~bVlf'11 vm bb'1~;;11bbvi~ (declare) bb'Vl~~~~\91 
q v 

(9).(9).(9) 1'U;;11A'111m"j~tJVl~bue.1u~1~'Um (vie.1.iv vie.1.i;n viCJ.<9.:'.) bb~1bb~mru, m~~~l911utJ<j~bvif'11vie.1 
( V1~1e.1'1~ VltJ .lv),tJ1t11b.LJ'1b~mD'Llfl1"jbbD~'LJ"j"j~(V1mtJ'1°~ VJCJ .i;n), CJ1tJ1b-U1~1n~1~tJ<j~b Vlf'l (V!mtJ'1°~ VltJ .<9.:'.) 

q 

(9).(9).iv 1'Ur11"1J8~uvi~bue.1um viCJ.(9) Vl~8 CJ.(9) "1J8~e.11~b?tum1m '\f\1~8~"j1tJ'1~bBe.1viV11.LJ'8n1"j 
A1'UA~Atwf11'\f\l'IJ8~~~191i1 ruevi'l911~~~'LlVl~ bu CJ'Ll (fin is hed product specification) fl"jtU8~"j~Vll1~ fl1"j 

q q '\J 

b tJ~CJ'LlbbU'1~bbm 'llb ~m~~~~~eNbb'Ll'Ub8fl?f1"jVl~8;;11b mm'\f\lci1e.1fl1"j"1Jmbm 'll (CJ .ct) ~1'\f\1~8~ finished product 

specification bb'1~/Vl~8 Drug substance specification 1vie.1"1Jmbm'lln8tJ1tJtJ<j~fl1f'1U"j~fl1vi"j1fl1Bb~flVJ"j8tJfl~ 
bb'1~ hhn'Ll Iv ti ru 1utJ"j~fl1f'1U"j~fl1vi"j1A1fo~nVJ"j8tJfl~ 

(9).lv b8fl?f1"j-r'LJTeNm\91"j~1tJfl1"j~~\91m • 
"" 

(9).\!J.(9) mru~~~\91 CJ11 utJ<j~ b vif'11 vi CJ er~~191~~~8~i1;;11b mm'\f\lci1 CJV1i!~~8~'LJ"j8~m\91"j~1um"j~~191 
'\J "" 

CJ1\911~Vl~mnruev115m"j~~\91~~'Llfl1"j~~\91CJ1' PIC/S (pharmaceutical Inspection Co-operation Scheme) 1vie.1 
' 

V1t11 tJ~1'Ll PIC/S participating authorities Vl~8i1b8fl?f1"j~'LJ"j8~m\91"j~1'Ufl1"j~~\91 tJ1\911~Vl61' mnruevi' bb'1~15fl1"jVJ~ 

1 'Ll fll"j~~\91 tJ1"1J8~;;11i! n~1'Ll A ru~m"j~ fl1"jeJ1Vl1"j bb'1~ tJ1 m~VJ"j1~?f151"jtw?f'll zj~f11Vl'Llvi~'W 1vi e.1i1A11~?f 8viA~8~ 
' 

bb'1~Ylvi b V1 tJWl'UVl~ mnruevi' bb'1~15fl1"j~~1 'W fll"j~~\91 C.11 PIC/S 1 'WVl~1 vi tJ1~ b?f'W8'1J1 tJ i:J'\J'U~1?f vi\911~"j8'LJfl1"j 
' q 

\91"j1~?f8'Ulvie.1i1~'1fl1"j~'LJ"j8 
4 

~'WtJ"j~fl1f'ltJ<j~fl1vi"j1A1ab~flVl"j8tJfl~ 

~ 
........................... fl"j"j~fl1"j ................ . .............. tJ<j::;u1't.Jm"j~fl1"j 

(m~ 1mtl'1 61~~11ru'11~> ('W1~6'f1161~-LI ~~~CJ~'Uf'l~) 
q 



®. \.v. \.v fl 'HU b lli..! tJ 11.11bo01'<il1 fl ~1-:J'lb ~ b 'l/H'l e'.fo..i~ \91!?lei-:iiJVltl'-:i?Jeicl'1bI..!1.fl1'V'lci1 tJ VltJ-:J ?1ei1U'jel-:J . " 
m\91J5j11..!fl1'je.J~\91 tJ1\911:UV!Gl fl bflW~15~~1 'l..!fl1'je.J~ \91 tJ1 PIC/S (pharmaceutical Inspection ·Co-operation 

Scheme) 1~mwu1tJ-:J11..! PIC/S participating authorities m.Ju~1~\9l\911:1.J'jeltJfl1'j\9l'j1'<iJ?ffJU 1\9ltJiJm'lfl1'j1tJ'jel-:Jtl-:J 

1mJJ~mm.JJ~fl1\9l'j1f118b~fl'VlJeli'.Jfl61 Vl~elm~\91'1el\9l~'V'l bbG\1bb~mru 

Iv. mru~1:W1'liml?i'i..!bbUUl?i'el-:JiJflru6'i:u'\J~blli..!tJ1~11\9lt1f1G\1tJfl~-:J (Biosimilars) b~BbVl\91C../'1~11..!fl11:Utl'1el\9lntJ 
' ' ' 

tJ J ~ ~'Vl5.fl1'\'IJ bb'1~flru.fl1 'l"l:u1 \91 'j:01 i..! b ~el A':u mel-:i fl 11:utl '1 el \9l Ji tJ '1l el-:i ITT '1f tJ 1 \911:u bb 1..!1'Vl1-:i'llel-:i ¥h i.-:i m~'VJ'j1-:i 
, o:.s 'l 'll 

6'1151'jfl.!6'J'1J~ <ic.s:'.lv/lvlflfb '1~11..!~ I.vb iJt11..!1tJ'l..! lvlflt"b 
' ' 

rn. 1'11el~1~tJ1 ~b6'i'l..!m1fl1 l?i'el~?l~l'l1ei~1~el~1-:JtJ€ltJ b sets ~~bU'l..!M1bb'Vl'l..!bb6'i\9l~'j1tJ'1~bBtJ\9l1~fl'j'l.Hl11..! 
" 

\911:u~n1V11..!\9l 11..!'M'1-U'elflru6'i:uu~vi'11 LJ-U'1-:il?i'i..! 
' 

cs:'.. fl1'j'l.J'j~fl'l..!flrum'l"lmV16'l-:i:uelu 
' 

cs:'..® mtJ'1lel-:JtJ1~6'l-:i:uelu~el~1:W~eltJfll1 (9) tJ tl'u'<il1fl1i..!?l~:uelu 
' 

cs:'.. Iv tJ 1'Vlfl\l1\9l~?l~:uelu'<il ~l?i'el-:i?l~cl'1b'l..!1.fl1'V'lci1tJ1 ufo'jel-:Je.J'1fl1'j\91 'j1'<iJl bfl'j1~~tJ1~1..!~?l-:i:uelu'1lel-:J~ e..i~ \91 
' ' " 

bb'1~ 1 uibfl'j1~~1\9lt1~u'1Jm~e..i~\911\9lt1~um '1f e..i~\9lm~i..!~?l-:i:uelu 
, 'U , 'l 

cs:'..rn ~'1J1tJ'<il~~mfo b 'l.J~tJ'l..!tJ1bdelm 1flG\VJ:u\9lmtJVl~el bdmn\9lfl1'jb~el:u6'im'V'l~1tJ'l.J'j~fl1'j 1\91 si rlelWl1Vl'l..!\9l 
" ' I 

cs:'..cs:'. iJJ~UUfl1'j'1Jl..!6'l~bbUU cold chain system ~1~m\91J5j11..! 
cs:'..lf ~'1J1tJ'<il~~m?J-:i:uelU1vi'lJ~'V'ltJ1U1'1.fl1tJ11..! ®lt 11..! tJU'1\9l'<il1fll'l..!~1~'1-:J'l..!1:U1U 1ui-:i~el 

" 
lf. ~'1J1tJ ~'l..!tJel:u 1 ~~~eltJm~ fli1ruru1nel'l..!i1ruru1'<il~~'l..!?i\9l 11..!mru~el 1 LJd 

'U 'U v v v v 'l 

lf.® C.,/ '1 fl1'j~ mn 1:W ~ 1\91tJ~'l..!cJ'l..!C../'1fl1J1 '1f '<il1 flbb '\'IJ'Vl ~ rn '1f tJ1 bb'1 ~iivtGl' fl:\511..! ~I..! tJ'l..!'1/11-:J fl1'j bb '\'IJ'Vl ~Vl~eliJ 
" "' 

'j1tJ-:J11..! ADR el~1-:J'j'l..!bb'j-:J 
' 

cf.Iv '\'IJUUruvt1~fl~UJ~'jtJ bb UUtJ1Vl~el.fl1'1l'l..!~U'j'j'<iJ b lli..!6'11b Vl\911 ~bfl\9lf111:Ufl'11\9l bfl~el'l..!'Vl1-:Jt.J1~6'l-:ie..i'1 
v 'll , 't 

m~'VlU~€Jfl1'j~fl~1~U1tJ 1\9ltJiJ'j1t.J-:J11..!lJfl 1vi1'<il1fl~ b~t.11-1f el~tlUfl1'j 1 '1f tJ1 '\J o~ '\J 

d 
b. belfl6'J1'jeli..!6"] 

b.® e.J'1fl1'j~fl~1 long term stability \91'1el\9l'li1~m~'1lel~t.11~~'l..!'Vl~bUt.1'l..!Hnu?f1tl'rn1'l..!flru~m';i:Ufl1'j 
eJ1Vl1'jbb'1~t.11 m~'l/l'j1-:J?i151'jUJ6'J'1J 

' 
ml. fl1'jD'j~ biJ'l..!~1'l.J'j~~'VlB.fl 1'V'l~m1fl1 (Price Performance) 'j1t.J'1~ bB t.J\9l\911:1.Jbelfl6'i1'j'l.J'j~ m \9l'j1fl1 

................................ 'l.J'j~n1'l..!m'j:ufl1'j 

(m~ 1m~61 ?i'<il'<il11ru'1lcJ) 

............ ~ ....... fl'j'j:l.Jfl1'j 

(1..!1~6'11151~ij ~-:J~t.J~U~~) 
' 


