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CJ1 Erythropoietin Beta injection ct,ooo iu 

~ ~e.J 1m t.~m'j'lJ1u111-rn~1~thCJ 1 'W 1 'j.:t'WCJ1'1J1a~e.Jm~l11 

(9). ~ U'W6'f1'jfl~fl1CJ'll'j1fll"il1m~e.J 16'1 hJlj~ 'IJ'j'j~ 1 'W Syringe 'W~e.J11 1-il'51111tii'~uVi 
h f?l1CJ1~1~tlJU'j~f1e.J'Utii'1CJ Erythropoietin Beta ct,ooo iu 1'W syringe 'W~e.J115111 "IJ'W1111 o.rn ml 
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(9). identification test 

~v. tl~111ruf?l1CJ1~1At1J 

rn. pH 

G:. Sterility 

ct. Pyrogen test 'Vf~e.J Bacterial endotoxin 

b. Particulate matter 
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(9). ~~?ft.~ e.J'j1 m ~ B.:t mt.~ ~1 b t.~ 1.n1-wri1 m B n 6'f1'j -w~B1lm CJii B~e.J -ru 1e.J.:t be.J n 6'f1'j 1111 CJ ~iiel'1t.~1"il 11 CJa ~ b ~ CJ 111 ~.:~d 
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(9).(9) ~e.Jf16'f1'jf11'j1tii'-rue.J'Wru1~~'W'VI~bU CJ'W~h-ruCJ1b~mJ1'Vft.hCJ 1 'WU'j~b'VIfll1 'VICJ b~fl~~1bbl11-:t (declare) ~b'Vf~-:1(:..1~~ 
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(9).(9).(9) 1u~1~t1Jfl1'j~'W'VI~bUCJ'W~h-ruCJ1 ('VICJ.lv 'VICJ.rn 'VICJ.G:) bb"'1Lbl9lmru, mVit-J~~1'Wtl1~b'VIfli1'VICJ 

('Vf111CJfi.:t 'VICJ .lv) ,CJTth b oU1 b ~mtJ'W f11'j bb U.:t'IJ'j'j~( 'Vf111 CJfi.:t 'VI CJ .rn), CJ1tJ1 b oU1"il1f11911-:ttl'j~ b 'VIfll ('Vf111CJfi.:t 'VICJ .G:) 

(9).<9l.lv 1 ufi'1"1le.J~'W'VI~bu CJ'WCJ1 'VICJ.(9) 'Vf~B CJ.(9) "lle.J.:tCJ1~b?f'WeJ11fl1 -w~e.J1l'j1CJa~L~CJ111vh-b'e.Jm'jm'IJfl11 
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b~1lb~1l"il~~e.J.:tbb'W'Ube.lf16'f1'j'Vf~e.J~1b'W1.fl1'Wri1CJf11'j"IJe.Jbbm"ll (CJ.ct) 111'W~e.J11 finished product specification bbfl~/'Vf~e.J 
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mm1l'Vf~mnruev'i15m1t-J~~~m'Ufl1'j(:.J~~CJ1 PIC/$ (pharmaceutical Inspection Co-operation Scheme) 1111CJ 

'Vft.h CJ.:t1'W PI CIS pa rtici pati n g authorities 'Vf~e.Ji1be.Jn6'f1'j-r'IJ'je.J.:t111~'j3l1'Ufl1'j(:.J~~ CJ 1m11'Vf~ mnruev'i bbfl ~15m'j~~ 
1 'W n 1'j (:..1~ ~ CJ1"1Je.J.:t ~Tun.:~ 1'W fl ru~ m'j1J m 'je.J i'Vf11 Lbfl ~ CJ 1 m~'VI 'j'J ~6'1 1u1 'j ru?f"ll ~.:~ fh'Vf'W 111~'W 1111 CJiifl'"J 1116'1 e.J\11 fl"' e.J.:t 

' 
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(9), ~ 0 ~ mrub U'WCJ1tJ1 b ·ih"il1fl ~1\lth~ b Vll"l ~ t:-J~ (') ~ eJ\Ii1Vl'W\I~eJ?f1 b 'U 1Jl1V'jrl1 CJ'v'rU\I~eJ-r'U 'Hl\1 
'U 

~1\'1~~1'Wf11~t:-J~\'1CJ1\'11~Vff{mnru6fi'15~~1'Wf11~t:-J~\'1CJ1 PIC/S (pharmaceutical Inspection Co-operation 

Scheme) bi11CJV!'il':lCJ\11'W PI CIS participating authorities OU'U~1~111m~~eJ'Ufl1~m-H?feJ'U bi11CJi1t:-J(;1f11~1"'U~eJ\Itl\l 

1'Wu~~ml"lu~~ml11~1fl1~b~n'Vl~eJ'Wn~ 'Vl~eJm~M(;1eJ111"1iyj ml1bb~mru 

b. m~b?f'Wm D'WCJ1~'\J~~'Vlb D'W~t:-J~MV!~m D'W~bb 'Vl'W'<il1V!tl1CJ bi11CJ\'l~\l 
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m. 'U~~'Vl~ b?f'W eJ~ eJ\I'I111?1'1eJ ~1\1 CJ1 b ~eJU~~ fleJ'U m~'W"il1~ru1 mh\ltJ eJ CJ b sets ~1 bb?fl11\11 'W1'W~'W61JeJ\I 
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ct. iitubb?fl11\lt:-J(;1f11~~m~1fl11~fi\II?1'1"1JeJ\It:-J~Milru6fi'M(;18111"1l1\leJ1~"1leJ\ICJ1 (Shelf - life) bb(;1~M-rum~(;1\I'W1~ 
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b. mru1 ~ '~~ CJ1'\J1(;1i1 m-s~~l?1'1eJ 81\1 CJ1 b ~eJ \'1~1"ili bfi~1~-Mflrun1V'j u~~'Vl~ eJ\1 b tJ'U~-ru~l11'1leJu 1"111<U'~1 CJ 
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1 'Wf11~\'l~T~i bm1~-MtT'W bb(;1~thwu11t:-J(;1 f11'S\'1~1"ili bm1~V!1~ b -1l1m\'1~~1'W 1 'WCJ1~~\I~eJ'U~'W~t:-J~\'11111 u~~'Vl"il~~eJ\1 .. ' 
'111CJ1i'W~t:-J~\'lb-u1m\'1~~1'W~\I~eJu 1m ~'~~CJ1'\J1(;1 1111CJ 1~fil111"111i'~1CJ 11111 mc.J t 'W mo 1'W uu"il1fl M-rubb4\l"il1fl h\l~mu1(;j 

~. i1~~'\J'Uf11~"1J'W~\Ibb'U'U cold chain system ~1~~1m~1'W 
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