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ct. 1iJ L U\J~ fl fl~zj~tl tj1tV111 ~~n,~run1, ~tl'Ue) L'1\J e)Vl~tlvh~ qi qi 1 fltJVI\J1 EJ~ 1\J'tlu~ !! 11~1 fl 'i11 

L~B-1\l1nLtltJcj'vrliJ~1tJLnru,;,n1,tl,tLijtJc.J~n1,tlnu1i~1tJ'1Jtl~~tl1tnclun1,~1lJ'itLifou ~!~lJtJtJl~11n1, 
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n1,u~vi1,~'1~n11-1! Jf11VI\Jv) t \J"i1't1f1'1'11~L u fl\;1 
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ru 1\Jtbt n1f'!tl1tn-J~'i11-11B L~ nV1,t1iln~ vi~cl 1iJ L U\J~ n·rnvi1 n 1,ti'tJL tlun1,'!l~'U11~ n1, LL~~'UtJ11fl1tJEl1~ L tltJ 

'1 tl •d ... ,t~ 
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'1 I ~I 1111 ,,{ GI II 11 "" .. '1 I .r '1 II 111 11.il 

~. Ll.l L u\J~ L~"jtJ Ltlfl'1VlfiVl"jtJfl11).J ~).J fl\J 'iJ~En~tJ!) L'16 L).Jfltll.l'tJ\Jfll1,h VIV L1\J LLt111JU1~f(Jt)~~fJ\J 

'UtJ L'1\JtJ 1~~fi1i~ '1~ t Lt) fl~VliLL~t fl11l.l~l.J f1UL~u11t!u 



(i)O. ~~tJ,JE)LfltJO~~tJ,JE)LfltJO t tJJthL \J\J'UfN "n'1 n1,fn.1tli'1" ~B~il~rua1Jllil~~d 

n•niJ~'UOl))tlf'{its"111{~L'IJ1fUJ~1n1"1tJ'1lt~~L'U1,11Jtli'1i1t11~i1t1"1~{L\JtJ~L'U1~11Jl-11"1"'n 

'VO(JltlrN,~"111{~L-V1f~1Jl'l1'1t~El{~n1,n1t-1tJ'11"''11~1\JVIU1~LLrltf'l111Ji'\J~Vl'l1tl'UttJtR1J1ru~1tJ ~~'Ucl~"1~cl~~~1 

1))1i.Jfttyty1'UO{~L,J1~11Jl'l1~Ut t11J1 n t111~ Li1111Jl'l11'1 EJ ~\JVJ t11'1 fJ 
-, _,-i _I( I ,'( JI I V O 'I V V V I V 'I .J fl1 II II I 11 

n 'HlJ'Vl'UO\)) n f'~1'tt-111~~ L 'U11'11Jfll 1t11VI\J '11 L "1~ L'U1,11Jl'l1,1 tJ L'1li1 t1"1tJ~ L 1JtJ~L 'U1i11JP!1"1"'n 

n\'ln1,~1).Jl'l1t!tJ~O{LiNf'{1\J'UO{~Li1f-aJl'l1"1~n,1tJL~V1LU\J~fi~1\J'UcMn'oJn1,,11JP11~~\J'UtlL'1\Jtl 

ri1wr\J,JO(Jlt1~{,tt-111{~L,J1~11Jfi11ffi1J1;;n,"1\J~Li~L'U1~11JPl1i1tJL~LUtJ~L'U1,11JA'1t-1"'fl 

1/111 II II-, II ., '1..Jo '1!:"I 
ijL'U1i11Jf'l1~n,1t1\'l~\))0{1J ~C\Jfl1J\J(Jlfil,\J'11\Jl))11J L~(l\J L 'U'VI n 1Vl'U L 1 L \JLB n'11iL·u qj'l11'U 

-, ..,I II I 11 11 I II o 'I 11-, II II I II 1 .J 
tl'HUVl'UOI)) tl~{'lt\111{~ L'UT'n1Jfil1t11\1'U L V11J t11'l1J¤l\J\11J1 tJ~L'U1i11Jfil171 ti ~,1 fJ\titJ~L utJ 

@itJ'VtlLfltJtl LtJtJ11Jf1\'lt11,~11Jfi11 n1,~-uimatJB~~n~111ll~B~nVl,r~~c)1Jt)\Ji1tJ1'1 

ri1t-1i'\Ji£ll))tlfi~7tVl11~~L'V1~11Jl-11vlliJL~f11VltJ~1i~L'U1~11Jfi1171tlL~LiJtJ~~tJ'UtlL'1tJcl~L'U1 
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114 I/ ., ... ' .,. .,. u .: 
Ct1l!J. t.J fJtJ'tl cl L'1tJB (Jl£l~1J1J~ fil1 a'Vl5'U cl~ fl'1 fl 1i ~tJ 

'\J '\J , 

(Ct1) n,ru~~tJ'UtlLfltJclL iJui1~'Ufilfil~~i~i~ttJ(Jl11Jfl11Vl1J1tl 1 'Viti~~ L~'oJ~'VltL UtltJLf1tJfl11 (i) ti 
'\J , -J 

~a~ihmr11a'Vlfittltl~f1'1fl17 '11flt.J~~1~7tVl11~atJ'Vli'Yi~'1'Vlfi~fl~1tlVl~atJ'1'Vlfi ~tl71fl11LtJ~\JLLa~-Hi1tJtfl17L~u~n 
'\J , , , -.i ... 

u 11.J I/ '-fl 11, v.111 

fl1i(Jli1'oJi'Uitl~ LL~1 fl1~'oJt(Jl cl~ LL'1~~fil1L utJ'U1 fl (i) 1Jfl~Y11 fJ fltltJ1tJEJtJ'UtlLatrn , 

(\!,) fliru~~u'lim'1umtltJil~~filfilfi~i~i~ttJ(Jl11Jfl!)V11J1EJL 'VIE.I zj~er~1i1nnTfS1E.1~1'U~tJLL'1~~ 

~1tJtn1, L1tJn'Ufl71Ji ijjtJ15,n'oJfl1'Sfi11 L i'Vi'oJ1,ru1fl17f11"1tJ~l.J~~1'tlcl~'VltJ'oJ~'Vlt L UfJtJ L~fJ~~tJ'Ucl L'1tJtl'oJt"1 eNii 
... , 'I.I , '\J 

'VltJ'oJ~'VltL uvu~L~t1fli1it1J~~1itJLLi1 ru 1u~~u'liBL~tJt1 1~~1n11 (i) i1u'U1Y1 
, 'I.I , 

(m) ri1vti''Ufl1i~~(af~~1~filf~\-1~~~~1~L~tJL11tJ ctoo,ooo 'U1'VlttJLtJ fl7W~~'U'UtlL~tJ¤J 
'\J 

L UtJ'Ufilfil~tl-Sii.i~11~v~-.;i1,ru1-.;i1nV11J~~t1i''UiEJ~Uqj~L~tJ~1n LliLntJ ~o 1tJ f)c)tJ1'U~tJ'!JclLfltJc) L~tl~cl~~L~tJ~1fl , 

fil~L Vl~E) 1 uun l~fl'U1fil1iL U'U1J"~1 (i) L 'U (( 'tJ(l'11J~~1~tJtl'Stl.J1C\J'UE)~ Lfil,~n1,\-1~cJ,1t1n1,~~tJ'!JEJL'1tJE) 1 tJLL~~tfilf 
•t 'I.I 'I.I 
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LL~tVl1flL1JtJ~'fjtJtn1,"~~tl"~'11~Vl7ElL1J'U~ L~,'Un1,fil~L~clfl'oJt(Jlcl~LL'1~~Vl'U'1'1El7\J7El~'Uqj"OL~tJ~1fl'Vl1J~~fil1~~ 

n~11~nr1f ~t-1~~t tJ1tJ~~tJ11J 1 'U'1qjqJ1 
.. .,j 11..I II '1 I... I • • 4111 .. 4 .. !'1. ! CII ..,j 

( ct) fl 'SC\J'VI~ f.ltJtt)c) L'1tJcl L1J1J11~fil1'1'Vlfi'U £)~ fl'1 n1,t-17cl'Vl'U'1~'Vlt L 'UfJU vi,al.J LL(Jl L Vi tl~Viel'Vl'1t 
'I.I \I , , 

II ..,j ., 11..I ., .. .. .j t II .. .. tJ I • I ..I.I II 

L'U1 VtJ'tltl L~tJE) ~tltJ'Vm~tJtl'111J1,Cl'UV'N L{tJ'1tJ L 'tJcl L~ f.J(Jl tl~1J1~ L{'U'1tJ L'tltl (i) tJ er 'Utl'1)J~fil1~\J u,t1J1C\JYl tltJ4tlcl 
'\J 'I.I 

LfltJeJ 1 ur1f ~Ju (~'UL~cl~~u1,i1,fl1vt utlit L 'Vli11 vi,fl\J;~'VI L~tJVJU"1~¤l'U;~'VIL~tJVJtJV1"nY1i'Yivffi~i''Ucl'4qj1(Jl ti 

tl'St fl cl'U f1'lnTH1tJVJtJL ~clfl17Vi1 W'l!EJ LL~ttl'St fl u'U~'Sfl'1~1\ht n'\J\Jl11JU'St fl1111'Ucl'1fitJ1fl17 LL "1~tl,t L 'Vli11L 'VI V (Jl11J 

,1 EJ~cl'U~,;'Vl L1tJVJtJ~O''U1fil1'nL t-1~tl,t L 'VI 1111 'VI mL~~ L1 vut i'Vlis1u 1~ t1vhnisru1'11flf.Ju~ L1uis11J'Ut1~1~ L1tJ~tJL ~cl~ 

ri1Uf1~1tJL t-1cyi''U,E)~ "1~cl~ri1Uf1~1tJa1'll1i''U'Scl~ (niru1~i''U1Jtl'U£l1tJ1'1'11f1ri1Ut1~1tJt t-1cy) ~~clclf11 iLLn~t'U'Ucl 

L~tJcl U'U~~1tJ~tJ'UBLatJtJL~LntJ ~o 1tJ) 



(<t) n·Hlll1l1lJ (m) - (tt) vm1tiff1\.1i't1n·,cil~'1~v1t1d 

(<t.m) n·nll~~~tJiu m~tJVL~tJ\.1thrN1tJ'UV'1i'J 
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umfl11th:in1f111r,1~vi1v1nthtn1,i11"10L~n'Vl1viln~ (e-bldding) 

u, ,.,~ fflrl/mtl"Drl 

t.h::n1fl~1A1,ev1 ALTEPLASE (to MG INJECTION l11v1Gth::n1,i11,i1vL~n'Vl'rnuml (e-bidding) 
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fl~11J\'I fl~ L1J1;1V1J kl<l'brl 
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'11'U1'U vial 

" .., ,:., !'1 " 1 '1' 'I" I 1'" Id !'I ..J 'I" 1".,... ... 
'W~~Vl'1t~eJ'U~£l'1L u'U'tltMLLVI 'tltl-1 ,,.,11 1JLfilfJ ~'!1'11'U1J1ntl'U 1JLU'U'tltl'1Ln1Ln\J tl~ 'U'1!)1'WVl'1t ~'tf-!11'U ~Vl'UVI LL~t1J 

ru~ n-eJrut LQ'W1t ~'S-!l (Jl11J~ f11,,.,'Uvl 1-n 'U Ltl n '11'S\ht n1vl'S1 fil1,eJ~1fJ1fitht n1vl'S1 fil1~ L~ nVl'StlU mfouuif 1~ fjn'tJtl 
., 

u uttl1 u~tit1n1,,-,uvl ~-!l~tl 1 t1u 
rnna1,uuui1vL£>nfl11th::n1f111P11ELanvi1£>ilnd 

., 
~1-:i11t1~tLBt1vl'Uv\JL'U(Jl'UeJ-:J-:i1u~~ 1r11-m11 (Terms of Reference : TOR) 

(i).(( 

LL \J\J 1 tJL~'Utl11fil1~fl1'v1tJVI 1 n tJ'SttJtJn11'1vttv~vt'1\:Ji)1fl'rfj~1tl~L~nVl'StJUfl~ 

LL\J\J~'llllJ1'1t~e)'1t'!J1tlLLt1u11r11r1.:i~hM1nviu~lJ1ru 
., 

LL tJtJ,,.,,r-:i~m·iTtht nu 

(oo) 11«nih~n14anmi1 

oo. ct tJ V1 tJ ti 1 lJ 

(oo) .~Pc.J~tJ1~ tEJ-ntl~1lJnu 

(l!:>) fl1'S6Vvl'!J11.:J fl1'5 LL 'LJ~6VtJ tl ~1-!I L UtJ611lJ 

oo.b 

0 

oo.V'/ LLt-J}Jn1jY)1-!11'U 

-- .,.., ,I! 
m. ~Nflll\Jfl\liJ~~V'Ui,iJLfl1JiJ 

... 
l!:>. oo 1Jfil1111a1111 'S e1 (Jl 111 n!J,,.,111 EJ 

l!:>.l!J 1lJLtJ'U~f1f1~~1J~t~1fJ 

l!J.Gn lut1tj'StW)1-:JL~nn'1n1, 

I!) .Ci'. lu L tJu~ fl fl~~ -:J t) tj'St\111-:J n,trtJ n1'S ~'U'V t) La'UtJ'v1~t>vi1~ qi qi 1 fl\J'v1\J1fJ'11'U'tl,Ni'J11 

i1 fil111 L ~,N~1 m tJu~itbJ 1u Ln ru,;, n1 'Stht LiJu e..i~ n 1,tlfitm-11u'tltJ-!I ~tht n tJ\Jfl1'S ui111'St L tl EJtJ ~i'111u (Jl~11 n1'S 

n1twn .:J fl 1'S fil"'-:J n1,,-,u v)(Jl 11J~tl'S t fl1111 Lt-I mL Vi'SL 'U'St\JtJ Lf1~tl~1 EJa1'S'1'U L Vlfll'tlt)-:J fl 'S1JU qi~ mn-:i 



l!:>.ct 11JL \J\J~f'lf'l"~"~n·rn~~t) 1-n \JUqJ;l•nf.J~u~i""1\JLL"~1~LL~"L1f.J\J~t) t \1L uuc!i""1\J 
" 

'tl£l"v1lJ1 '-'"1\J'UtNi'S 1 \J1t\J\JLf'l,0~1 t1~1,~\JL 'Vll'l'U o" n 1l.JU cy;l n"1" ~",1l.Jii"iJ~~flfm~~i""1\JL tlu~u~1u~ 

~,irn, n1,l.Jn1,~~11n1, ~u;\.111 ~iJ01u1~1un1,l'i1LiJ'U"1u1un'1n1,,m"il~~flf'l"'1u~1v 

I!>. b n,,ru~lJui1LLm~ 1ilil~ n~rut~v"i1l.Jl'l1lJ~fll rut n,,).Jn1'l\J LU\J1 Vn1''S~'11,£)~(1)~1" LI."~ 

n 1,\J~\111~~\Jlfl1f'li'Jn1\.1\Jl'l 1 \J11'tl ii~~ 1~ L \J n~1 

\!:>.~ LtluiJ6i~f'll'lfl~ilEJ1;!.,...,nt1~~~~,.htn1'1l"S1fll1~L~n'Vl-st1iln'1~-'n"11 

\!:>.~ 11JLtJ\J~ilc,mtJ-stlv'Utl,1iinunu~~\J'IJfJL~\Jtl"S1Vt\J~L'IJ1~'U'IJflL'1'Ut!LiLLf1 ~.:iwrvi ru 

iutht n1,itJ,~ n1,i,1f'l1ih~ n'Vl-stli'.l n~ \.1~El 1iJ L tlu~ n·rnvi1 n 1-stYu L tlun1-s-u111'U11" n1-sLL ~.:J'U\Jv fl1" L tlu~-s-sl.J 1 'Un1-s 

ti ._a ""', ~J' 
"S~f11fl"S1f'l1EIL~n'Vl"SEI\Jn'1f'l"S"'U 

\!:>.~ 11JL tlu~~-ruLun¤;Y15\.1~£>f111iJ~l.Jn\J zj"uT'1tJ{l L'1511Jernl.Jtul'11" 1 'VIEJ L1'ULi~-r1\J1" 

11.,j II 111 .... 0 it t II " II _, I I 

'tJ El.:J c-J EJ'U'tl m'1'U £> ~l.Jfl1 '1" l-1'1" LEl n '1 'Vl GLL" t f111l.J fll.J n'U L'tl'U11'U\J 
'\J , 

l!,.G)O ~~'U'IJtlL'1'UEl~~\J'IJ£>L'1\JcJL\J"StJLL\J\J'tJ£)" "n"1n1"S~1lJf11" tnv"ii'"'ru'1lJlli1~"d 
'\J '\J '1 

n'HU~'UcJl'ln"-'"St\111"~L'U1~1l.JA'1n1v1uv11i~L'U1~1lJf11"S1EJLvl"S1EJ\1il.:JL'U'U~L'U1~1lJA'1 
" " " 

\1"' n 'U El<Jl n ~.:J"S~\111.:J L 'U1~1lJ f11'1~ tn v"ii n1"S f11\.1\Jvl '1 vl ri1'U\1U 1 LL~ t f111lJ,r\J vl"!ftl\J L \Jtntl 1 ru.:J 1'U ~.:J'Utl.:J\1~¤1 
" 

I _, 11111 II-, 111111 11 ..,J 

lJ fl 1<J11l.J '1 C\J C\J 1"tl £>~ L"tl1"S1lJ f11v1~ nlJ1 n n11 L "U1"S1 lJ f11-s1 EJ u'UYJ n 'l'1 EJ 

n-sru~'Uut'ln,M"S~\111"~ L'U1~1l.Jf11f11\1'Uvl 1 i~ L'U1'S1l.JA'1-s1 EJ Lvl"S1 EJv1i1" L U'U~L-U111lJf11 

v1~n n'1n1-si1lJf11i!'U~cl"Lit,HN1'U"UcN~L'U1i1lJA'1v1~n"S1EJL~E.11LU'Ut-J~"1'U"Ucl.:Jn"1n1"Si1lJA'1~~'U'UtlL'1'Uu 
" 
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(er) 

".1 ",: .. 1"'i ,.. ,: , " " " """'" ., vt~n u'jtn'lJ'lJ,Jtfl\J ~~ti ~lJlJ~clflL tJtlfl1fh 'lJ @cf 1\J 'lJtJCl~~1fl1'lJ'Vlc.J'U\Jtfl1'j u'jtfl1fl'j1f-11 
" 

vi. ~,~1,nuum1,~1vL1u 

~~'11vl \1t~1EJ~1~~'1Jel~~~1~,1lJfl1,;~"~1L~lJIJl"u~\1'lJfl1~tJ1fl'j~'lJ ') LL"t~1ti~1EJJ~tJ-N 

LL~1 'l iLLn~~'lJ'UO L~'lJ()vtl~i'tJn1csilfl L~ 0 n ti L tJu ~'IJ1 V Ldti ~1()1 V 1~~~lJtltJ~-ll()tl~ L~fi)'jtJLl1'lJIJ11lJ~C\!'lJ1,01()1EJVl~e) 

-uotJ1 n"-l L tluvt"L!~~o LL"t-.r~1v11~ L~\Jl'j1\1-ru11uu~1'lJ~-l'lltJ~ L~uu{u mL"'1 

~. ilfl11~1tJi'u 



1\J i'tJ~1,m \J\Jicycy1t o-u1r.m \J\J~1 t1 LV m11,\J1t n1,i,1P11~ L~nV1-st1\J n~d "1iv'!JB~ n"" lu 
'tl1m U\J\.1i!'1~o t \1~'1 t \Jt1~11i'mm~ o. loo -UV'1111'11~1~'1'lJ0'1~V'11intli'i'\JlJV\J~V1\J 

~. n11fu\11tinur111SJ1111,iun-win~ 

~'1u~n11\J11m1'111f'l1EL~nw,viln~ ~"1,i'vt1icycy1tv'U1t1~1lJLL\J\J,i''1,t~1\J-ut1 auTI "1itl 

vi1io~)nft'1,VLU\J\,nr'1~0 LLn1LL~n,nl '1111Jl0'1i'tJ\J,~n\Jt'l11lJ'U11~\Jnvf,tl'1'Utl'1~'1'UV'1~,tl'IJ1tl~Lfi~;i\Jfl1VL\J 

,~mH1ft1 L~\J0tlff~1 tl i!tJn\Jl'11n'l\J~ 'J'1\.11\Jl 1,H\JlJO\J~-3-U0'1 l'1t191£J'1;\J~11n1,~VlJLL'i1lJLLm'Ut m-un1,1i~ 

i'1L~lJn1vl tJ ~ct 1\J i!tJt1\Jl'11n1uffi~i1JLL~'1t""l11lJtJ11\JlunVi-io-, 

eo. fetH1u!~Blun11EufELfl'UflLLIU~~'\J'l 

(i)Q,(i) L~\J~1~'1~~1wrun1,tvt""lf-,d 1ilJ1'-J1nL~UU1l~ t ~'1ViV1\J1~ t.ht,l1U-l\JthtlJ1(U 

nTrn'1\J1lJ t uicyqp'-Jt n-1tvi11~ ~VL~V~'3\'11v11~!uv~2.W) L~\J~1ic1~'11nL~uu11'31. 1-1 
., 

~EJ,tn~ \J~t~1tl'1u\J,t1.nru l!?ctbt'Y uc\'1Lvi1i!u 

.ii U U 111-, ,Ill 11.I 11 '! '!II~ II 111 ,f 
(i)O.l!> LlJ0'1'1\.1')v) vlf-WlL"tlm•.Jtl\J'UclL'1\Jff~1Ehv1 \.1L 'lJ\J~'U1tl Lrnt v)~f)"-3'lftl'1'1'Utl'1~11Jn1, 

\I \I 
I I S, 

th:: n1v1 -s1fl1~ L~ nY1-sc1tln~ LLc\'1 t11~-u1 t1 '-J t t1'1i•n.,~v'11~'1'1Jcl'1 ~" n~11 L -u1lJ1'-J1 n ~1'1tht L YI Pi LL" t'tJ t1'1i!u ~,Nti1 
\I 

Li1111 Lv1EJV11'1L~cl t \JL'1\JV11'1~ih~tJ 1 VltlL~\Jfl tj LL"t'11lJ1,e1 t \1\J~ n1,! \J'U\J 1~~,11~-S!lJ\J~~11 n1,n,tV1,'Nrl1J\J1rllJ 

th:: f) 1 fllf) 1\.1\J v1 ~~\J,j' tl L'1\Jtl;'1 L ~\J~'U 1 tl'1t ~t1'1\Jntm~11J f1!)\.11l1 EJ11 i1 EJ n1 ,~" L'1~1J n1,Vi1W'tf EJ\J 11 ~"d 
( (j)) LL~-3 n1,cl'1\'1~v,J1~'1'Ut1'1~(v,n EJ~'1 n~11 L'U11l1'11 n~1'1tht L Vlf11~ v n,11 L~1vh 

n1v t \J 1\J tl'ut'1LL~1tJ~ej',i1EJcl'1 \.1~t1tu'IJV-:J'11n~1'1\J,tL Vlfll L1\JLL~L iJu'Uu'1~-S~1J\J~~11n1,n,tVl'S1-:ir111\J1fil11 
\I 

thtn1,iEJm1tJ 1 iu,,Vln 1~m~u~\J 1i , 
(l!J) ~~n1, 1 \1~'1'Utl'1~ttl'tJ1EJ~,3f)~11\J'j,Vlf) LvltlL~tl 1 VlEJ \.1~tlL~tl~n~VlfiL~tJL~EJ1tl\J , 

L~v 1 VlEJ '11n~1-:i\J'StL Vlf111l1V'1U'jt L Vlfll1 VlEJ L1\JLL~'1t 1i-suv~cy1~'11nn,iJL~1vh t \1\J'j'SVJn~'1,m'1t1\J 1~m~V~\J~ 

~. I .. 1 ,J II 111-., I I 4 .., .. fl .,j-, ... I 

1J ~-rf L 'jc) VI EJ 'lf '1'1t~V'1 ~,uv~cy1~ L'tf'U\J\Jnu\JU,'SVJf1'UV'1~ML ,v tl\J \.1'jc) L u\J'Utl'1V1,J1J\J~,11nT~f)'jtV1,1'1rl1J\J1 Fl1J 

ll'!II r .. ..i 
tJ<jtf11fllEJnL1\J ~\.1u,,V1n ~~m,uvu , 

(m) 1 tJn,ruvtbJ\J~i.m~111 ((j)) \.1~£J (\!,) ~'U1t1'1t~u-:i-su~v1~111n!)\.1111EJ11i1t1 n1, 

I A "" • 

'1~L~,lJn1,Vi1ru't1EJ'U11 

(j)Q,Q1 ~t\J'UVL'1\Jtl~'1:5'.:JW)~ 1~~~L~Vf)LLc\'1 w1 \Jvi1'1'1JC\!1"1~V'UV~n""tv L U\J\'1tl''1~V 

fl1EJ t \JL1~1~n1\.1\J~ ~'1'jt\J L 11 \J'Utl ~'1\-11~'-Jt~\J\.1"f1U'Stfl\Jf11,~\J'ijcJL'1\JV \.1~tlL~EJn~V'1'11f1ej'Vtlf1\'1i!-:J~V~1 
, \I 

\J<jttl\Jn1'j~\J'ijcl L'1\JuitJYi LL"tV1'1~'11,ru1 L~EJ n{£J'1 L \1'tlv1 L 'tlfil11lJ L~tl\.11EJ~\J (n1n) ,11n•r-:1'1 t~'11'jru1 t \1L ~\Jej'i-3 
\I 

~1\J ~1lJ,t L ifoun,tV1,1'1 n1,fil"'111~1t1 n1,~v1(v:5'v1~1'1 LL" t n1'i\J~\.11'i~'1~fl1fil-r) 

<iJO.<i'. ~'1\.11~~'1'l\J~V15~'-JtLLm'UL ~lJL~l.JL~fl\J L'U "1~fl'Uflf11\.1\J~ t \JU uuicycy1\'1~cJ'Ufl~mN 

lvLU\J\.1,r~~v L\1L~u1\J~1lJfil111JL~'U'llu'1ri1i!n'11\JtJEJf)1'i~'1q~ (n1n) 

(i)O.cf 1 \Jn,ru~Ltlf)~1'iLL \J\J~1 mo m,1,tl,t n1~,1fil1B L~ nVl·rnun~il iifi111l.J'tJ~\'1~tlLLV'1tl\J 

~~\J'tJVL~\Jtl'1t~t1'1\Jni.m~1iJfti11u'10 EJ'IJ 0'1 '1~\-11~ f"i11U'10EJ~'1f)~111 \1~0 L U\J~~v) LLftt ~~\J-UOL'1\Jtl 111ii~VlijL~fJn 

~tl'1~1L-u'~1EJtv1~ L~lJL~lJ 

(i)O.b ~'1\.1')~tJ1'1U'itn1f'IEJm~nn1,~~to1\Jn'jru~ti1tlffii L~EJ~~~\J-UOL~\Jtl '1tL~EJf)~tl~ 

~1L~EJ\.11EJLv1 '11f1'1,nrrvi 1111~ 



(\!,) ~n1,n,~vl1~L'IJ1~n~rut~~tJ'IJm"-uo~'U'Utn1,~tJl(tJV1itJvh~~un1,fi1~L~tJn 

t.J~\ht 1V'UUf~1Jn,J V170n~1'U L~ L~tl 11\J ~~\J'U fl L~'U oi 1 U~'U VI; VlfJ\Jl'U11-'n11 LL ~-''U'Utl L ~'Ut>,•n.1 VlitJ'11JVcl1Jf1'U 

n\J~~\J'UVU1\JV~1V~,J ~;OL~1~\l'1vilun1·n~'UV11t'l1 V1'10~011n,tvl1n1,VJ'"i!;~~'UL~LtJn11L'1tJtJ'i1Pl1 

(m) n1ivl1nT~~~(vt'lf-,~~u 1 tJv1'-JntJ 1 ~Lnt1lf'l111JL~VV11mLn'1'1'W1v1 Vlinnit'VI\J~tJ 

(~) n,ru~tJLtJVhtJtHL~tJ')fl\J (a,) (l!:>) Vl~D (m) ~1lJ~f11VltJ~LtJn!)nit'V1,1~ ;,,r:mn 
"111Jf1111JL'Un!)l11J1u11~1un1,~~(0~~~1-,LL"tn1iu~V11i~'1~111fil½'J 

••· n1,tJ~~fl111n!)\1111t1LLa~,~L uuu 
, I .., 11-I II """1 II&/ &I .. 111 ~I II II ,J ... -
tJitl111-,i:mtL1"1n1,~'u ~~'U'!Jtl L'1'UDYI L~iun1'ifil~L'1Dn VIL utJ~'ll1EJ9'ltl'1 !)\JVI 9'111.J 

~an Lflt'U'1~ f1!)"1lJ1tl LL"t~tL U ll\J L~ f11VI\J~ L 1L~ ti Lfl~~ fl½'~ 

em. n11t1,~wueum11tliiui~1'U1Jil~~th::nvun11 

~-:ivii'~ '111J1·rntl1~rnn1itJ~~-:11tJLL"'1L'1~'19'111J~qiqi1'!Jt1,,~tuit1L'1tJt1v1't~½'t1 n1~Fi'~ 

L~e n 1 ~L tltJ~'tnm ~'utl11J1i.J,~ Lij-u~rn nT~i.Jnu~~1'U'!J'u-:J~tJ-s:m'uun1-s 

J-,d Vl1fl~~'U'U'uL'1'Utlm~-run1-sFi'~L~tln 1lJ~1'ULnrucn~n1VliJ~'oJ:mn~~~\Jf11-S~tJ'UtlL'1i.Jtl 

~~oli1aryqpnt1~~wr~ 11-a'1fl-S11 

I 



,i111~LLflfl~1~L~\J~\JtJ,~JJ1N~l'1';'ui"ff,1LLftt11vfttLilv,i~11clf~1v 

n1,i11,Ei11f 1~~ill,J~1\Jn£Jff!1~ 

~~,~ll1 ALTEPLASE cto MG INJECTION 

"'" _., " 
L'1~"Hlll'1\J\11\J1Vltnu) 

,i111~ un.o b 

_, d O " ... u cJ 1ti~ ~t!1V),J btvrol 
~- 1\J'1fl1\1\J.-t11fl10fl1~ ('S1f-11el1-:Jel-:J) ru TWYI .............................................................. . 

LtJ'lJL~'lJ (j),~ci~,~(j)cf.oo \J1YI (,,-,~-:i~1'lJLLUvlLL'1'lJLfl1,,.,rl'lJLLUvli'lJL~vlieJEJ~\JlX1\J1'Ylt11'U) 

I 0 

'S1f-11n'11-:J/,,.,'lJ1EJ l!?o,~bcf.oo U1YI ~11.J'l'lJ ci@) vial 

I d ., ... 
~- U. \1fl~Vl111~il~11fl10fl1~ ( 11fl1il1~il~) 

tJ11l.JtJ'Stn1f'lf"lru:m,,l.Jn1,i~u1,~uuv1LL\1-:J'll1~ L~t1-:i n1,,-,uv1-s1rnn,n-:iEJ1 

I u .... ... 
'1-:!1'Ul'l b l.Jt'l'lJ1EJ'lJ l!:lct'bb 

' 
b. 

4 II 11d110 ( II ... ) 

11fJtt1il L;J1'Vl'lJ1VI~ n1'VltJ '111 fl1 na,~ 'S1f-11 t11-:i t1-:i YI nf"lu 
V ' 

... ... ... ' 0 
... 

U'S~511.Jtl'S'Sl.JnTl cf.(j) 'lJ1EJ'1Ylt5n'S '1'lJ'111'S'Sru 'lJ1EJ LL 'ViYIEJ'll1'lJ1qJn1'S'Vi L\311' 

' ' ' 0 ...... 
'lJ'J~e)fl~tl~ cf.l!? 'lJ1EJel'S'Hl'1Yl5 'lJ1 EJ LL 'ViVIEJ'tl1'lJ1 (Yf11'S f1'S'Sl.Jtl1'S 

u A AU u 0 

cf."7 'lJ1EJlJ1'lJ'1 '1Yl5'lf EJ LJl '1'lf f1'S'lf 1'lJ1tyf11'S n'S-sl.Jn1-s 

.i~~t1 ........ f. ................ f\ ............... tl~~ti11Jnmm1~ • j 

.i~~t1. ...... ... nmm1~ , • /--

'1-:Jzjtl ................................................. n'l'Sl.Jn1'S 



L 

., 
f1JNfln\;NtLQ'W1t1JiJ{IV1 

Alteplase ~o mg Injection 

e.~8V1 Alteplase (to mg Injection 

lD. ~NtUJ~~1\tJ 

l!>.m JULL\J\J 
.. 0 

i•HUl \JH" £l \Jl 1 

l!>.l!> ~'ltJ\htnU\J tl~~nuu~-rn~1E.J1 Alteplase (Recombinant human tissue- type plasminogen 

activator) ct'.o mg 

l!>.m fl1'tf'U~\J''fS~ \J'S'S~ 1 'Ufl1'tf'U~\J'S'S~fJ10~U'S1Pl'11nL tv tJ'S'S~Ji'ru,HhNntJLLa~ Yif viia1'S'1~"1EJ 

ri1vift1L~v'11~E.J1'UtJ1~ eta ml 

• ~vE.J1 ~1utl-stnvu~1fJ1ri1A'C'l!LL'1~fl11iiLL 'S~ 1t.1c.J~tJ1 1uiutJ1~ L'1'lJ~t.J~tJJ LL'1~L'1'UYl~LUEJtJ 

i1-rufJ111vv1~i~L--JtJtJt.1u-s-s--JJi'ru,1 , 
I II II d ell d II I ,J U O U 

• tJ'Ufl1'tf'UttJ'S'S~ fJ1tl E.11~'\J e:i EJtJJtJ~'St~'t!e:i EJ1Vl'St.l'tf BY11~ n1'Sfl1 ~'ltJ 'St ne:iutJ11 v1~1 fl qJ LL'1t 

fl'l1lJLL 'S~ L'1'U~c.J~t,) 1uiue:i1v 11-a'~L '1'\J , 

'1'1. ~Nfl2J~V11.:iLV1flilf\1Jil.:i Finished product 

~'1n1'S(Jl'S1'11Lfl'S1t"1fl,rufl1YHU'ULUtJJ1il Finished product specification LL'1t Drug substance 

specification n'SWfJ1'1n'SttJ 1 t.1Lfli'tf i1-ruouu t~OUtJVI~~ t ~el1~~~'11nLfli'lf ~1-ruouu L~fJ1f1'U 1~'1tYl~L u fJ'U 
\I , 

~t1ri1li'n~1tJflrutn'S'Si1n1'Sv1V11'SLL'1tE.11 n'StYl'S'N~151'Sru~'U J~dLfli't!i1-ruvh -neJ1~~~~t1~ L tluouu~ L vi E.Ju LYh , 
vi~tJ t V1~n-i1i11tJJ'Sfj1tJLfli'tfi1-rut~i1fuvi~~ tJ11i1tl'S~n1P1n'StY1'S1~~151'Sru~'U L~tl~ 'S~ui1'S1E.J1 ~. Pl. l!:>ctb(j) 

,M 
, , 

.., .J .., ( 'I ... .., .., .., ' 1 c1.J ... ' 

'1~1'UYI b 5'U11flil l!Jct'bCi> "~ 'U'S1'tln'1'11~L tJ n~n 'l'U'VI Ci)\!:) ~ilfl1Yi'U5 l!:>ctbl!:>) LL'1~ tJn'HUYI n1·n Lfl'J'1~VI 

I 1tl .,,I O II o ( t ._, O ._, ../ II .., II 

Lb(;} n (;11~ 5)1 nYJn1Vl'U~(;l eN LL'U'U'11 L'Y1Le)n'111n1 TJ bA'S1~VIA OJJJ 1~ tl1'J'18 n1'J''U'U5)1 n bJl '14(1 (;}1'J'UY1 tl1~ tl~;J1~1 tl , 
m.(i) Finished product specification 

., 
,Je) Test items Specifications 

'11.Ci).(j) Identification Complied with finished product specification 

Q'l.(i).l!:, Biological potency ~o.o - (i)(i)ct'.o % of the stated on the label in USP 

Alteplase Units 

'11.(i).m Protein ~cf.a - (i)Ci)(i).o % of the total protein content stated 

on the label 

'11.(9).(t Constituted solution Complied with finished product specification 

'11.(i).d::'. Single-chain content NLT bo.0% 

0 ..., 

flrutn'S-s1.1n1-sn1'Vl'u~~ru"n~rutL0~1t 

............ C. ............ ....... . 
(tJ1EJlJ1lJ~ ~'VlfiiE.J) 



Q).(i).0 Monomer content NLT ~ct.0% 

Q'l,(i).~ pH rri,(J) - ll~.ct 

Q).(i).~ Water NMT er.a% 

Q'l.(i).~ Bacterial endotoxins NMT Ci) USP Endotoxin unit/mg 

Q).(i).(i)Q Sterility test Complied with finished product specification 

"'· (i). (i)(i) Uniformity of dosage units* Complied with finished product specification 

Q).(i).(i)\!, Particle matter Complied with finished product specification 

m.l!l Drug substance specification 

" 4tJt) Test items Specifications 

m.l!,.@ Biological potency ~o.o - (i)(i)ct.o % of the stated on the label, the 

potency being ct~o,ooo USP Alteplase Units per mg 

m.l!,.l!, Protein content Comp.lied with finished product specification 

m.l!,.m Impurity Complied with finished product specification 

m.l!>.cr Bacterial endotoxins NMT Ci) USP Endotoxin Unit per mg of Alteplase 

m. l!, . ct Single-chain content NLT bo.0% 

~'1TH1J1'11fl 1 'IJ1Lfil'S1tl-1'1JeJ,:j~c..J~{Jl Drug substance Vl~eJL 'IJ1 Lfil'S1tl-1 Drug substance 'UfJ-3~ ~~t1rn1 

i1 L ~'1-si.Juu'IJ t~uu'Uvr~,:i 1~ EJ~ n1-st,1 'ST'11 Lr1-s1t\.1fil'S'IJ'Vl n~1-ueJ~ n1vrt.1 
\I , 

Vl2J1EJLVI~ - *\11'lJeJ Uniformity of dosage units L~LL'l.l'IJLeJfl'11'SLL'1~'3'S1V'1tLBEJ~~"flT'i~'S1'11Lfil'S1tl-1Vl1fl , 
•111 11 '°" .JiJG u 1!:"l 'J 
11 ~LL'1'3'S1V'1tLeJEJ~VIL 'UtJl1L'1'U 1L'UL'IJ COA 

... .J ... II II ( • ) ... ' 'I 1 11d u ..,j 

- fl'SC1J'VI '1 ~'Vlt L 'IJ EJ'U LL'\) ,:j fl TH 1 'U Wa ,ve fl1'StJl 'S1 "1 '1fJ'IJ1 Lfil 'S1t'Vl'S1 EJ fl1'S L~ VIV 'U LfJ fl'11 'SVl'1 f)ij1'lJVI .. 
4 'I 4 .,j .,j II I • ,..,j :: 1 !:"'I II 

er. L~v'U L 4tJi)'IJ ") (Lflm11'SVILnEJ1'!Jtl~'1~L utJ~~filVl'111J1'Sflvl11tJ \'1~vlLfln'11'StJtJ1 vl tJ MS excel file ~tJLL tJtJ) 

((.(i) Lelfl'11'Sfl1'S 1~i''UcJ~ty1tJlt'U'VltL 'U V'l.1~1i''IJV1L ~fJ'11VltJ1V 1 'UthtL 'Vl~1 VIV LL'1t~1 LL~-3 (Declare) u. Vl~-3~~{,l 
II 

((,(i).(i) L'IJ~1~cyn1-s;j'U'VltLUViJ~1-r'Uv11~LLf1 'VlV.l!> 'VIV.m 'VIE.I.ct vrlv V.l!> LL~1LL~n-sru 

1 o .: • O u 4 II ci u 11 .._ 11,1 t 

ct.(i).l!, 'Ufl1'1Jel'IJiJ'VltL 'IJV'l.1~1'S'IJEi1 'VIV. Ci) Vl'Stl V .@ ~'Stl1J'S1V'1~LtlV~W'liJclfl1'S Fl1'1Jfil1JfilC1Jfl1Yi4Utl~~~tJlfl ru,i , , 
t,111J~.ff t.1'VltL'UVtJ (Finished product specification) LLf1t'1Jtlf11'Vl'l.l~fi1rufl1V.~v-:i'Tt11~~'1J (Drug substance 

Specification) fl'Sru~vtj'St'Vl11-:ifl1'SL ,J~ Vt.ILL iJ"'3LLm 'UL ~l.JL~lJ '\lt~tl,!ILL 'U'IJ LfJfl'11'Sfl1'S'IJtlLLm 'U (~ .ct) lJ1YiivlJ 

Finished product specification LL"t/'Vl~el Drug substance specification 

0 " r1rutni~1lJn1-sn1V1tJ~~ru~n~rutLOYi1t 

•••••••••••••••••••••••••••••••••••••••··•··· 

i' . ' 



-c;n-

., -<r.l!, LEJm11177\J'H}U.J1\J17J1\JnT)Nfl\JW1 

cr.l!,.m n1ruu1N~\J1L \JU'HH Vll'1L Vl'-l ~r.J~ \Jl~ fN~ LVn'1·1,i\J'HNlJ1lJl.,~1\Jn1,r.J~lJlf.J1lJl1lJ~"'nLnW'1U.~t 

15n11~m\Jn17N~\J1'-l1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1~w~t1,f.J-:J1\J PIC/S 

participating authorities ~~El~LEln~1-,f\J'1V-:JlJ1\Jl-,~1\Jn1'1r.J~lJl'-l1lJl1lJL~"'mnru'1LL~t1in11~m\Jn1,t.J~\J1'1HJ-:J 

~1,! n~1\Jf)W~ n,,lJ n1, £11~1 '1 LL flt '-l 1 n '1tVl"l1-:J~1G1"l W~'U -:J ri1~\J \J Lt1l f.J~ Pl11lJ'1tJ(1)P)~ e)-:J u.~ t~(1) L VJ f.JlJn\J 

~~nLnw,hLfl~1~n1,~m \Jn1'1N~\J1 PIC/S 1 \J~lJ1~1'J 1~ L'1\Jel~1f.J O\J\J~1~~\Jl1lJ'H)\Jn17\Jl71'1'1tl'U L1)f.Jijt.J~nTl 
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e,I .I .I !'t O II I \J II ;j .J • 1 1 llt.l •• .1.., 

cr.l!>.l!> n'lWVlVlL U\Jf.J1\J1L'U1'11n\Jl1-:J "ltL Vl111 \Jl e)-:JL \JfJ1Vlr.J'1lJl ~w "l-:J-:J1\JVl L~"l'U"ltl~lJ1\J17~1\J1flfl17Yl~ 
,M 

L'Un1~r.J~\J1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) L~f.J~tJ1fM1\J PIC/5 participating 

authorities uuu~,~~\J11lJ'Hl'U n1"ll1l71 '1~tl\J 1~ f.Jijr.J n1,!'U"ltl-:Jfi-:i1u\J 1t n1P1i~{t1 , 
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'tltl'U'it~ un,ruYl\J11EJ1n1rlqJ-UeNEJ1\J1'ULLtJ'U-U'UYltL tJEJ'Uf)cJ'U Yt ~. l!>ct'.mct'. LL"tL u'Un~l.JEJ1~~'U 

n. EJ1~'ittfJ1tl~L'Un~l.J Biopharmaceutical Classification System (BCS) Class '11 Vl~tl ct 

'ti. EJ1~~~-uiin1,!ni;1LLrltJ (Narrow therapeutic index drugs) 
-'.J U al I II O 

fl. EJ1VI n1'U n~1ur1rutn-sil.ln11t11vi11LL"~EJ1 n,~Yl'i'N'11511rua-u u'$t n1~11\J1 t1-:ivnn·11ri n~n 
' 

Bioequivalence L'lf'U EJ1~11n1dJ~~nLO'U Zidovudine (Azidothymidine, AZT) EJ1L'U~\JLLtJtJ 

~~~u\J".:inT~\J"~\J~vEJtJ11EJ1ri1~fY (Modified release dosage forms) LU'U~'U 
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ct.~.m V1~~-:ilJeJtJ ~e3,:,~~"n1'S(Jl'S1~1Lf-1~1t~V11\J~111ru'1T~\J'UL~tl'U NOMA LL"~ NDEA L'U1\J1Q~tJ~1 

EJ1'11~qj (Drug substance) L~el~'UEJ\Jrl11l.J\J'1el~J1EJL'Wn1'SL't1EJ1 Lv1v1~Ln'U~1lJ1\Jl'iJ1'U~ us FDA f11Vl'U~ 
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