
tJ';j~ n11"l~':J'VrJ~elr1C161U, 
d X IV ~
 
b~el~ 6'1el'IJ';j1fl1'1lm1'1.1.f1ru'Y1C1l aLendronic acid "';0 mg, tablet
 

~'1V11~elr1C161U (1~'1'V'lCll'IJl6'1r1'V'lr1'U) ijrnl~tJ~~6'1'1rl"iJ~6'1el'IJ~lfll~m 1'lJnru-nCll 'l.Jel'l, 
h'l'V'lCll'IJ1G'lr1'V'lr1'U ~1'U1'U (9) ~1C1n1~ fiel Cll alendronic acid (,Yjjo mg, tabLet "ill'U1'U ~,ooo X ~ b~~ 

~ij~i'l5b6'1'Umlfl1"iJ~lii'el'lijfl,ru6'1~lli1 ~'1~ el1tJt1 
~ 

(9), bU'U~nell:;j'V'l'I.J1C1~6'1~vi?lelmlflltel~'1n~11 
~ , 

h hibtJ'U~flm~'J~el111'UUru~~lC1~el~vr'l'll'U'l.Jel'li'll~~l'I.Jn1~bbG'l~1~bb~'1 biCl'U~mb~1 
'U'\J 'I v " 

rn, hJbu'Um~-r'IJbeln~i'lBVI~elfl11~A~tl'U Git'lell"iJtJ fi b6'16hJClel~~'U1"l1G'l1 i'lCi bl'Ubb~-r~'lJ1G'l" , ~ ~ 

'l.Jel'l~ b6'1'Umlfll1~nfhi'l1~~G'l~~i'l~rnl~A1J tl'Ub'l1'U11t1'U 
~ , 

~. 1~ bU'Uerijc.JG'ltJ~~1C1'lJ'l1~d~tl'Utl'IJ~b6'1'Uel~lfll~lC1~'Uvib oUlb~'U el~1fl11~bbn~~V11~" ~ 

elr1C161U ru 1'UtJ~~ n11"l~el'IJ';jlfll V1~elhi b'1~h..J~m~vh n1~eJ'Ub U'Un1~oU~'l.Jdl'1 n1~bb ~'1oU'U~lfllelcil'1b U'U, ~ 

6~~~1'U n1~~el'IJ~lfl1~elfl#'1.Q 
nlV1'U~btJ~'lJel'l~el'IJ~lfl11'U1'U~ •••.••QJ ~:~: ..~~~ ~. b1~1 bU'UIii''U1tJ@11l.oo 'U. 

ru ~el'ltJ~~'ll~\Jrurul1 ~'1'V'lCll'IJ1G'lr1'V'lr1'U 
, u u 

er~'Uh~ ~~ el'I.Jel-r'IJ bel n~l~?l€J'IJ~lfll bbG'l~~'U'1lel'l~el'IJ~1fl11~vi '11'U~ ~~ ~lC1'IJ~~n~'11'U~11 tJ 

1~'1'V'lm'IJ1G'lr1'V'lr1'U~ ';j~'Vd1.:11'U~ 2..1..!l:~~ ~~~J. 5.:11'U~ ••..•..D..~ Yi:~: ..1~.7 V1~el~el'IJm~ 
i'l1'11i'l~~'V'l'V1V1mmG'l'I.J cn>ct~ oo~b l'U1'UbbG'l~b1m~1'lJn1~ ~'1bb~b1m o~.oo 'U. (i'l (9)';)~oo 'U.0 

('U1CJtJ~1';jfl'Ul tJ~~E;1'1rl~)
 

'Ulmb'V'li'ltJ b~m'lJ1t1J ~l'Ub1'lJm~~Uel'l tl'U
 

-rm~nn1~ 1'Uvll bbVlt1'1~ e:11'U1 CI n1-~1~'1'V'lfJl'IJ1G'lr1'V'lr1'U
 
~ 

tJ ;hj'~~l'll n1 ';j bb i'l'U~11';jl'll n1~~'1V11 ~ elr1mnu 
~ ~ , 



fl1'j bUVi b~ tj'jlfDl1 fl 'l1-:j bb'l ~ fll'jl'1l'Ul ru 'jl I'll flm-:j fll'j~Vi~€l~Vi :[l-:j~-:jm 'll-:jltJ ri €l?l~l-:j 

Vll'jl-:j bb?lVi-:jl-:j b~tJ-:jU1.h~~l ru~l~-r'U~Vi?l'j'jbb'l~ 'jlfDl1 flm-:j ('jlf11 eJl-:j B-:j) 

1tJfl1'j~Vi~€l~Vi:[l-:j~m'll-:jltJ ri€l?l~l-:j 

!IV ~ 0 d 

b1'11ilru"t'ltJl \Jl'UTU (9) ';iltJfl1';i rltJ Alendronic acid flUO mg tablet 

l HVW1Ul~V1VfV('U eilbilBVlVjVl'U ~'I'VIi'vI'iJVltJ51U, 

l!:l. l'1b~'U'I'U'\.h~~lru~Hl~'U~~n'l';i';i (9),~~C:;,ooo,- 'Ul'VI 
" . 

('VIU'I ~l'U~bb?f'Ubnl'VIij'Ubb tJVI~'U'Ul'Vl~l'U) 

g), i''U~ri'l'VI'UVI';ilflleJl'lB'I : @)g) \91mfl~ \!JcfcfflU btJ'Ub~'U @),~~C:;,ooo,- 'Ul'Vl, 

('Vl~'I~l'U~bb?f'U btll'VId'U bb tJVI~'UUl'Vl~l'U) 

';ill'1l / 'Vl'U1tJ : ~1'U1'U ~,ooo f1~B'I ';ilfll g)flU~,cfo Ul'VI / f1~B'I 

~, bb'VI~'I~~l'lJB-:j';ilfllf1~l'l (';ilflTeJl-:jB-:j) 

~.(9) ?fB'Um~';ill'1l\llf1~bb'Vl'U~l'VI1..htJ\llf1 'U~,;''Vl '8'l~fl vh1~1 ~lnVl 
" 

~.\!J H';ilfll~bfltJ~B'VI~'I?flililltJ1'U';i~tJ~b1m @) tJ.:J'UtJ';i~~lru, 

cf. ';iltJ~m~l'V1-Ul~~ri'l'VI'UVI';ill'1lf1~l'l (';ilrlleJl.:JB.:J)
" 

(9). 'Ul'l~'h :UtJ';i 1'VltJ?f';i1.:J tJ1~lil'Um';i~fl1';i 



... , 

bBfl611'j61BU";ilRl6ilEJ b6'i'(JYi 2/2558 
... 

Q.I ~ Q../ d' 

"iJIPI~ml"/j.nru6fl tJl 

(Jll1J'lJ'j~fll¥1~.:J'VllIP1B~mJ1'U 'l.:Jluvi 2 2 ~.~. 2557, 

~.:J'VllIP1B~mi1'U 6i1.:J~B1 'lJdb1tJfll1 "~.:J'VlllP1" i1fll11J'lJ'j~61.:JA"iJ~61Bu'jlRl~ml"lJ.nru';, 
o 4 0 ~ 

tJ1 "iJl'Ul'U 1 'jltJfl1'j RB alendronic acid b'llo mg. tablet "iJl'Ul'U 4,000 X 4 b1JIPI m1J 

'jltJ6'i~bBtJlPlbb'UuvhmBfl611'j61B'U'jl~ld6i1~-w611P1•vi"iJ~~B~B.:JbU'U'(JB.:J bb ~ '(JB.:J1mj hhfltJ1oU.:J l'U1J1 

nB'U hJbU'U'(JB.:Jbnlbnu BtJ'1'U61[\1'V'j~"iJ~ H~ l'U1~Vi''UYi bb6'i~i1flru6i'fl'I~ru~bu'V'jl~(Jl'j.:J(Jll1J~nl'Vl'U\PI 11 
~ , 

1'UbBfl611'j61B'U'jll"11uu'Ud 6i1.:Ji1oUmb'U~111bbi;1 ~oilm)l'Vl'U\PI~.:J~B 1'lJd 

1.1 'jltJfI~bBtJ\PIflru~fl~ru~bu'V'jl~• 
1.2 bb'U'Ub'Ub61'Umll"11 

" 1.3 bb'U'U~qjqjl6/JB'(JltJ 

1.4 bbUU'VltJ.:J~Brrl'lJ'j ~ t1'U 

(1) 'Vl6i'fl'lJ'j~n'U~qjqjl 

1.5 UVl'U tJ11J 

(1) ~b61'UB'jlfll~i1r.JfI'lJ'j~1tJ"lJU~11Jn'U 
~ 

(2) fl1~i\PI'(J11.:Jfl1'j bb"ll.:JoU'W'jll"llB ~1.:J bU'ULi'j'j1J 
Q.I q i..I -- - t.I - - '- - - Q.r- d - i..I Q.I 

1.6 bb'U'U'Uru"lJ bB fl611'j r.J b61'U B'jll"ll"iJ ~V1 €I.:J b61'U mB fl611'j'Vl fI fl~l'U tJ'U:Wl'V'j'jB1J fl'U"lJB.:J 
,,~ ... 

b'Ub61'Utl'jlI"111\P1tJbbtJfl11'UBfl"lJB.:J1ub61'Umll"l1bU'U 2 G11'U ~tl 

(1) G11'U~ 1 bBfl611'jbbMl.:Jflru",~U~m1J'j~biJtJ'U., oiltl 15 ~ml, 
I d d d i..I 

(2) 611'U'Vl 2 .bBfl611'jB'UVll1J'j ~ b1JtJU., '1m 40 

2. flIWa:uU9l"lJB.:t~ba'UB~lRl, .. 

2.1 ~tG1\JeJ~.lfll~B~ Lth.J~:WB1;j~'tIltJ~?{ ~~"BU~lFll~eJv1~n~11 LL,,~~'€)~ijLBn?flJfllJ 
~ " , 

"iJ~I'Vl~ biJ tJ'Ul\P1tm 
~ 
n~tl.:J"iJl n m ~'Vl'jl.:J'V'jl ru"lJ l:J bb'l ~~mi1'lJ 'j~61'U fl1'jru b~cn n'U n l'j'(Jl tJ'Vr61 \PI 1il.:J mhl,
 

1Jlbb~lhj~mJfl';h 1 tJ
 
2.2 ~b61'UB'jlfllIP1B.:J 1,J bu'U~~m~'U~€1111'l.J1Jru~'jltJ~tl~~.:J.:Jl'U'(JB.:J'Vll.:J'jl'lJfl1'jbbfl~ 1Ji'bb~.:J 

~ ~~, ~ ~ 

bl tJ'U~B bb~lV1~B1,JLu'U~~1Ji'r'U~f1'(Jmfl1';l~.:J bVfiJ~URfl6'i'Vl~B'Uflflfl~'Ub U'U~~.:J.:Jl'Um:W'j~b UtJ'U'(JB.:J 
'U "'t" 

'Vll.:J'jl'lJfl1'j 

2.3 ~b61'Umlfll~B.:J1,Jbu'U~i1r.Jm.h~ lCJ"lJ,j~l~n'Un'U~b61'UB'jll"11'jltJ~'U ru l'U'lJ'j~fl1¥1 .
" ~ " 

61B'U';llfll V1~B1,JbU'U~ m~'Vi'1fl1'je1'Ub U'Uf11'joU(9}6(Jl1.:J fl1'jbb ~.:Ji'U'jlR1B~ l.:Jb U'ULi'j'j1J (Jll1Joiltl 1.5 
~ 

2.4 ~b61'Umll"11/. .. 
" 
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2.4 ~bG'i'ue)'j1rnIXEJ-:jllJ btJ'U0~-r'U bBn~'VItt-1~EJm1lJ~lJ n'U ;zt-:jEJl''iluij bG'i51lJfJEJlJ~'U 
1"l1'l1'Vl fJ b1''Ubbl?i-r\i'U1'l"UEJ-:j~ bG'i'Um1rnl~jjfi1i-:j1VfG'i'l~~'VI~m1lJfllJn'U b'1l'U'j1tT'U... "	 , 

3. t-1~fl~1'I.Jn1'Ha'Utlca1f'11 
4! 

~\'G'i'Um1fl1\J~IXEJ-:jbG'i'Um'iJn?ll'jVliKmj1'U~'UlJ1~~EJlJn'UszjEJ-:j1'U bG'i'Um1rnhWbbfJn11' Ytlfl"	 ... 

"IJ'iJ-:j1'UbG'i'Um1fl1bb'l~bbfJn'iJ'iJmtJ'U 2 ?l1'Uf;'iJ 

3.1	 b'iJnG'i1'j?l1'U~ 1 'iJ~1-:jtJ'iJfJIX8-:jjjbEJ nG'i1'j~-:j~EJ1un
 

·3.1.1 1'Umru~bG'i'Um1fl1 btJ'UU~'Uflfl'l
"	 , 
(1) Vl1-:jVl'U?l1'U?l1~ru t-1~'iJ Vl1-:jVl'U?i1'U~ln~ 1VI~'U~lb'U1t-1U-:j~'iJWu-:j~'iJ 

" _ CLJ " 

-r'U'j'iJ-:jfl1 'j\J ~'Vl::: \,U fJ'UU ~~ flfl'l 'lJ~;g'j1 fJ;zj8~'U?I'J 'U~~~fl1'j ~jjeJ1'U1\Jm'U fjlJ-r'U 'j EJ-:j~l b'U1~ nIXEJ-:j 

(2) 'U~~'Vl~ln~ t-1~mJ~~'VllJVl1'lJ'U~ln~ lV1~'U~lb'U1'VfU-:j~EJ'Vfu-:j~EJ 
Q.I q 4::lrt..<:::Ii. Q..I d ..::::rr" If Q. QJ Q.d 1/ Q..I ileA 0 

j'U'jEJ-:jfl1'j\J~'Vl::: b'UfJ'U'U1Pl'U fl fl'l t-1'U-:j?l'iJ'U ".ifltut-1?l'U5 'U ru"u'j1 fJ'lJ'iJ m'jlJ fl1'j I:-J \J~ fl1'j I:-JlJ'iJ1'U1\J 
"	 1lI 'U 'U 

m'UfllJ	 bb'l:::'lJru;g~~BVI'U'j1fJ1t-1ru ~~'iJlJ-r'U'jEJ-:j~~lb 'U1fifllX'iJ-:j 
" QJ 'U 't QJ	 'U 

3.1.2 1'Umru~~b?l'Umlfl1btJ'U'Uflfl'l5'j'jlJ~lV11'iJfltu:::'U flfl'l~iJ1 '1lU~'Uflfl'l 1VI 
'U 'I	 ", 

~'U~1b'U1'lJlPl'jU'j~~1~1U 'j:;'lJ1'lJ'U"U'iJ-:j~tT'U ~1 b'UloUBIPl n'l-:j~ bb?l~-:jfi-:j fl1'jboU1 btJ'UVI'U?l1'U (t11iJ)"	 ,
~lb'U1'lJIPl'jU'j:;~1~1Uj~'lJ1'lJ'U"UEJ-:j~btJ'UVI'U611'U .y.j~'iJlJ~-:j-rm'iJ-:j611 b'U1t'1 nlX'iJ-:j

" ,	 " 
3.1.3 1'Umru~b?l'U'iJ'j1fllbtJ'U~ b?l'Um1fl1~1lJn'U1'U\i1'U~btJ'U~~1lJfl1 1VI~'U 

'U \J	 dA 'U 

~1U.l-mruw-1'ijeJ-:jnu.t oU1fl1~::u.L~lb 'U1um'\.h:::~h~1U'j~'lJ1'IJ'U"UEJ-:j~~1lJfl1 bb'l:::1'U mru.yi~ boU1~1lJ 
QJQJ	 - 'U - - 'U 

fl1~lfJ1~b tJ'U'Uflfl'l5'j'jlJ~1~iJ1 'li~ru'lJ1~1 Vl fJ!itVf~'U~lb'U1t-1U-:j~'iJ b~'U'VI1-:j t-11EJ~~1lJfl1~ltJ1~btJ'U 
, v	 " 

{j~'Uflfl'l 1VI~'Ub'iJnG'i1'j1Pl1lJ~j~'U1n'U (1),	 . 
3.1.4	 'lJ~;gb'iJn?l1'j?l1'U~ 1 ~-:jt-1lJ~~1~~'U~~'iJlJ"lJm1'Ub?l'U'iJ'j1fl1 

3.1.5	 ~lb'U11'U'VI:::\,umJ'Ynru-ucJ 

3.1.6	 ~lb'U11'U'VI:::bUmJ[]1~lJ'lri1b~lJ 
" 

3.1.7	 1'Umru~erbG'i'U'iJ".ilrnb fJ'U~1bb'Vl'U~lWt11fJ1VI~'U~lb'U11'U-r'UjmbtJ'U~1bb'VI'U 
" 

~lwt11tJ\J1n'U~~'VI~I:-J~IPlt-11'iJ ~1 bb 'VI'U~lWW 1tJ1'U'\.h~b 'VII"! 
" 

3.2 b'iJn?llj?l1'U~ 2 mh-:jtJmJ~'iJ-:jjjb8n?l1'j~-:j~'iJ1'IJn 

3.2.1	 bbflIPl1Pl1~'iJ mb'l~V1~EJ'j'lJ bb 'tJ'U'j1fJfl1'j'j1fJ'l~ bBtJ~fltu~n'l1ru:::bo'Vn:::"	 , 

j.? 2 'VI1r-:j~'iJlJ'iJ'UeJ1'UT'il'1t-:jtJ \FI'iJ1mbb?lVllJ{jmlJn~V1mtJ (1'U mru~~b?l'U'iJ'j1fl1 

lJ'iJ'tJeJ1'U1''il1Vi'll flfl'l ~'U'l-:j'U1lJ1'U1'Ub?l'U8".i1fl1 bbVl'U), 

3.2.3 'lJ~~bBnG'i1'j1. .. 



- 3 ­

3.2.3 U~~heJfl~l';i~TUVi 2 ~'J~lJ~~lvl~'U~~m.Jflu61leJ'J1 Ub~'Um1fl1 
l?11~lbbUu1'U-lJeJ 1.6 (2) 

3.2.4 ~'U 1 (lhij) 

.,;
4. fl1';i~'U"lJeJ'lb6'l'Um1f11 

4.1 ~b~'Um1fl1l?leJ'J~'Ub~'Um1fl1l?11:lJbbUU~rh~'U~1i1 'UbeJfl~1';i~eJm1fl1d l~EJhHJ 
'U 

b~eJ'U 1-u1~ ~'J~'U 1~mn~l?leJ'JmeJfl-lJeJfld1:lJ1V1flfll?leJ'JfI'jUtll'U ~mn~ijeJ~eJ'lJeJ'J~b~'Um1fl11V1'1 
I " 'U 

i~ b"iJ'U "ii'l'Ul'Ub~'U~ b~'UeJ"iJ:-;l?leJ'J'j:-;um'Jn'U~'J\P1 1 b~'lJbb~:-;~lJeJfl'I~'j l~EJ hJi1fl1'j'lJ~ ~U ~~mbm 'lJ 
, 'U 

~lflijfl1'j'lJ~ ~U l?1fl b~:lJ bbm'lJ b'tJ~t1'Ubb'tJ~'J"iJ~l?leJ'J~'Jm~ijeJ~eJ~b~'Um1fl1~~eJ:lJ~'J'IJ'j:-;Vi'UIJ\'j1 
'U 'U 

(tl1ij) rhnuHvllt1'Vlflbb~'J, 
4.2 ~ b~'Um1fl1"iJ:-;~eJ'lb~'Um1f11 btJ'Ubl'UU1'Vl bb~:-; b~'Um1fl1 b~EJ'J'j1fl1b~~1 l~m~'UeJ 

'U 

'j1f11'jllJ bb~:-;~~m1f11liieJWUlcJ bb~:-;~~eJliimlt1fl1'j l?11:lJb~eJ'U l'lJ~'j:-;u,Hvh~1Ub6'l'Um1f111Vi 
Clfll?leJ'J ~'Jd 'j1f11'jl:lJ~b~'UeJ"iJ~I?leJ'll?1'j'Jn'U~'J\P11 b~'lJbb~~~l~'I1'J~eJ tl1~lb~'lJ bb~~~l~'I1'J~eJ h]
'U 

l?1 'j'J n'U1Vi~ eJ\P11~'I1'J~mtJ'U611 A'ru1~~fi~'j1f11'jl:lJ~'J~'U~'J'jl:lJri 1m;;:lJ~ri1b~:lJ bb~~m;;mm~'U ri1 
'" 'U 

'lJ'U~'J ri1"iJ~'Vl~bU~'U bb~:-;ri11-ff~1t1~'U I ~'J'tJl'J"iJ'Um~.m'l:lJeJLM~~1Vi ru 1'j'J~tI1U1~11~Vi''U 
. 'j1fl1~b~'tleJ"iJ :-;l?leJ'J b~'UeJfh~'U~~'U':i1f11 hhJeJ~fll1 120 l'U 'I1Ubbliil'Ubtl~"IJeJ'l~eJm1f11 

1~WI1~1'Urh~'U~~'U'j1f11~b~'Um1f11l?leJ'J-ru ~ rJ"tleJm1f11~l?1'U lvlb~'UeJ l1bb~:-; "iJ:;CleJ'U fl1'jb~'Um1fl1 
'U 

mvl 

4.3 ~b~'Um1fl1"iJ~l?leJ'lb~'UeJrh~'UVlb1m~'J:lJeJU~~Vl
'U , 

hJbil'U 30 l'U 'I1U~Vl"iJ1fll'U~'J'U1:lJ 

1'U~ruru1~eJ-'lJ1~ 
'" '" 

4.4 ~b~'lW'j1fl1"iJ:-;l?leJ'l~'J bbfll?1m~€1 fI bb~~~~€I'j'IJbbUU'jrl tI fl1'j'j1t1~~ bB CJ~ f1rurKfl~ru~ 
'U 'U , 

bO~l~'lJeJ'Jbl"tlilru-nml'IJ~feJ:lJ1Ub~'Um1f11 b~ €J'IJ'j:-;fleJUfl1';iVi"iJ1'jru1 ~rKmi1'U1il'J fl~11d~'J~l~"iJ~ 
'" 

V~ l1btJ'UbeJfl~1'j'lJeJ'J'Vl1.:J'j1"tlfl1'j 

611~-rU bbfll?1m~eJfI bb~~~~m'llbbUU'j 1 tI fl1'j'j1t1~~ bB t1~ fI rurKfl~ru~bO~l:-;'lJeJ'J~~~~bb 'UU
'U , , 

1ViVi"iJ1'jru1 ~1 fl btJ'U611 b'U1';i'IJ~lt1"iJ:-;1?l €I.:J-ru ';i eJ'J611 b'U1Cl fll?leJ.:J 1~t1 ~iieJ1'U1"iJ'I,hu~ fl'j'j:lJ bb'Vl'Uii ~ 
'U 'U 'U 

Uf1f1~ ~1 fl fI ru~ fl'j'j:lJfl1'j bt1~"IJeJ.:J~eJU'j 1 fl1ijfll1:lJ'IJ'j :;~.:Jri "iJ :;'lJeJ ~ ~'UOUU bbfll?1 m~ 8 fl ~ b~'U m1fl1 
, 'U 'U 

"iJ:-;l?leJ'J'lJ1I?l'UOUUlJ11Viflru~m'jlJfl1'jbtl~61leJ.:J~ e:JU'j1f11l?1'jl"iJ~eJU.f11t11 'U 3 l'U 

4.5 n eJ'U ~'U"IJeJ'l ~ eJm1A1 ~b~'U m1f11 fId';il?1'jl"iJ ~~1.:J ~ru ru1'j1 t1~ ~ bB tI ~f1 rurKfl~ru~ bO~ 1:;
'U 'U 'lJ 'lJ q 

'lJeJ'l~~~,1Vi~tll'Ubb~:-; b-lJ1h beJfl~l'j~€IU 'j1fl1~'1 V!lJVlneJ'U~"iJ~l?1 fl~.:J ~'U"IJeJ.:J~ €IU 'j1f11 mJJ b~eJ'U1'lJ1'U 

4.6 ~b~'Um1f11l.. 
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4.6 ~L~'Um1fl1"\1:;v1f)"l~'U'lJH-1~eJU11fl1~UV1t:,I'Ufl'lleJ"l L~tJU{f)tJ ~1V1U1'1lf)"l(i"l "U1::5TU 
'V 

~I ~ oJ d 1 ~ vd v '" 
flN::n11~n11bulJl611u..:l~H)'U~1fl16lJm1"llflN6Vl1I1" V1tJ 1:;U bl'VlVl'U1'1lf)"l11 II ~'Ub~'UeJ~1fl11J11~, 
beJmI1~aeJ'U~1fl1 b61'tl~ 2/2558 'tll1u~'U~m~lV1U1~1U'IleJ"l~eJU11fl1~.:l1'U.walJl ~1~II 

'U~V11~.:l1'U~1hj 1~.:l'Vi1l1'U161"''Vi''''U ~.:lbb~1'Uvi 2.. 2. ~,ft, Z5.5.7. ~.:l1~~ .. o3 II.Il 21 'Jt.t.7 v d 'I 'I v ~IOJ OJ 

.......................I.\·.l,I.·... ~~.................... LL'fl:; L"\I1V1'U1'Vl"\l:;f)f)fl \,U1U bV1L u'UVI'fl fl:ti1'U 
'" 

4.7 ~L~'Ue:J11fl1"\1:;v1e:J"l:n~lmj1"ltJ1mh"lue:JtJ 4 L~V1 '\"j{mJ1uiLfl11:;l1 Lot.l\Jo. L~tJ1n'U 
'V 

lJ1LL~V1"l1 'Ul'ULUV1'1le:J"l bYle:J1-1i1'Ufl111'111"\l'VlV1~e:J"lVl~f)U1:;fle:JU fl11~"\I11ru1 LL~:;V1~e:JU1:; fle:JU~t1Jt1J1 

LL~:;~L~'Ue:J11fl1~'U~lJe:JU~1e:J~1"ltJ11 W1"l'\"jt.!1U1'fl1V1tJhj:nL~e:J'U 1'U ~"ld -.D"lVllV1"\1:;hJ1U~V1'/je:JU 1'U 
'V 

fll1lJL~tJVl1tJ11'1 1 ~LnV1~'ULLri~de:J~l"lIPl"lfl~T"l 
L~e:J~'Un1V1'UV1~'U'lJe:J"l~e:JU11fl1 Lb~l"\l:;hHu'Ile:J"l~e:JU11fl11V1 m~V1'U1V1 

flru:; m1lJ fl11bU V1'lJ e:J"l~ e:JU11 fl1 "\I :;~h Lih.J fl111J1"j1 "\I~ e:JU fl
, 
ru~lJu'i'UeJ.:I~

'V 
L~'U m1fl1 LL~ i:I:; 

"j1tJl1LtJ'U~L~'Um1fl1~:nt:J~u"jdtJ'/j'l1~l:lJnU~L?l't.Jm1fl1"j1tJ~'U1JI1lJ-rre:J 1.5 (1) ru l'UU"j:;fl1f"l
'V 'V 

~e:JU"j1fl1V1~e:J 1jj LL~:;U1:;fl1f"l"j1tJ~e:J~:n~'Vl5hl-r'Jfl1"jflV1 U b~'U m1fl1L~f)flrie:J'Uf11"jbUV1'1le:J'll
'V 

V11 flU"j1 fl~ ~ e:J fl ru:; m 1lJ f11 "j bU V1'1l e:J.:I?l eJ U"j 1fl1 rie:J 'U V1~ e:J1'U'U ru:;~:n fl1"j bU V1'lJ e:J.:I1U b~ 'U f) 

"j1flTJ1 :n~b~'U m1fl1m:;v11fl1TeJ'Ubu'U f11"j-rrV1'U 11.:1 fl1"jbb'lJ.:I-rr'U"j1fl1e:J~ 1.:1 btJ'U5"j"jlJIJl1lJ-rre:J 1. 5 (2)
'V 

bb~:; fl ru:; fl1"jlJ fl1 "j "1 b~ e:J11:11 fl1 "j fl "j:; vl1 B'U LtJ'U fl1 "j-rr1'1 'U11.:1 fl1 "j LL 'lJ.:I-rr'U "j 1 fl1 e:J ~ 1.:1 btJ 'U 51"jlJ
," , 

flru~ m"jlJfl1"j"1 "\I:;~1JI11 tJ~e:J ~ L~'U e:J"j1 fl1"j1 mT'U eJ e:Jfl"\llflfl1"j LU'U~ L~'U m1fl1 LLi:I:;U 1:; fl1f"l"j1tJ~e:J 
'V 'V 

~L~'Um1fl1vt:n~'Vl51~-rUfn';)flV1 L~ e:Jfl LLi:I:;-.D.:IVr-rV1"\1:;~"\I11ru1~.:I1 'Vl~~ L~'U e:J11fl11Pl.:l fl~11 LtJ'U~~'l 
'V 'V 'V 

.:I1'U Ll'U LL~flru:;m1lJfl1"j"1 "\I:;ioQ "\IUtJ1~rJ1~b~'Ue:J11fl111 E.JtT'ULtJ'UmVff1d1lJ~llJ:ne:J~.:ILU'U 
'V 'V 

U"j:;1tJ'/j'l1~e:Jfl1"j~"\I1"jru1'Ue:J.:I'Vl1.:1"j1'/jil1"jLLi:ldn~\U'U~L~lJ1Vf:nfl1"jm:;v11IPl.:lfl~ld 
'V, , , 

~ L~'U m1fl1Vlt1 fl~V1"j1 tJ ~eJ e:J e:J fl"\ll flfl11 LtJ'U~ L~ 'Uf)"j1 fl1 L'Y'l"j1:; LVI 1'1 LtJ'U~ L~'Ue:J "j1fl1Vl:W
1.1 'U 'U 'I 'U 

t:J~U "j:;1tJ<tI'l1~llJA'UflU~ba'UeJ'J1fl111 tJ ~'U ru 1'UU1:; fl1 f"l~f)U 11fl1V1~e:J LtJ'U~ L~'Ue:J"j1fl1~m~'Vh 
'V 'V 

f11"j B'U LtJ 'U f11 "j-rrV1'U11.:1 fl1 "j bL 'lJ.:I-rr'Ue:J ~ 1'l btJ 'U 5';) 'JlJ m"\l eJ'Vl5"j ru r\' 1~'lIPl.:l fl~ 11~ e:JU ~1'1 m ~'Vl~1 'l, 
~151"jru~'U ..fI1tJ1'U 3 l'U ,rULL~l'U~1~1ULL~'l"iJ1flflru~m1lJfl1"jLUV1'1le:J.:I~e:JU"j1fl1 fl11iiJ"\IutJ, 

e:J'Vl5"jru'Ue:J.:IU~V1m:;'Vl11.:l~151"jru~'U1Vf~eJ LtJ'U~?l 1'1 , " 
fl ru:; m"jlJfl1"jLU V1'1le:J.:I~e:JU"j1fl1"iJ:; LU V1"tle:J.:I~ e:JU"j1fl1 N VfeJ.:lu~~"ll~ihuru1 h 'I 'Vi 1I1'U161. '" '" ... .., ., .., dO" II.Il 21 "557 :; , v '..,~I ~. I

'Vl'V'l'Vl'U ~'U1'U'Vl :T u v.· Jr IJI.:1LLI'1L1m 13.00 'U. Lu'UIJI'Ubu"\l'Ufll1"\1..,bL'i:\1 

L~1"\1 bL'i:\:;1Vf~ L~'Ue:J11fl1V1~e:J(K1 LL 'Vl't.J ~1~-ru:lJ e:JUeJ1'U1"\11'11lJ nnVllJ1tJe:J ~ LYlf)1U'Vl11UVI~eJ~Lb"\l.:l 
'V ~ 'V 

i.J ~ 0:::::>. I.::::!II i.J d 0:::.1 d.. ~
 

'Ue:JL'Vl"\l"\l"j.:l1Jl1.:1 1 blJe:Jflru:;m"jlJfl1"jLL"\I.:IVI"je:J'Ue:J'Vl'J1m1tJ~:;Le:JtJV1b 'Y'llJ LlJIlJ
 

v 
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m,)eJ'V15,)ru~ mJh] bU'U bVl\9l1Vi'nnW'l.IEnti nmm')bUVl"l:leJ'I1Ub?l'Um1fl1 b1''Ubbl'1~'1Vl1Vl, , 
Vhn')rulb~'Ul1m,)'lJtI1mlm~'1mh;I''l~b U'U'IJ')~lt1'l.l1.furi'V11'1,)1·lm1,)eJ~1'1~'1 bb~~1'Umru~ 

'IJ~Vl m~'V1,)l'1V1"i) l')ru1b~'U ~1 WlU fl1 AVl fi'1'U'lJ eJ'I ~eJ 'V15,)ru b~'Ul1m') tJ m~ n m') bUVl"l:leJ '11Ub?l'U eJ 
'lJ , 

')1 fll'ffiJi'v11 blJ'Um')1'IJ bb~l"i)~b u'U'lh~ lt1'l.lUbbri'V11'1,)l'l.lm,)eJ~l'1~'1 1Vi'~'1Vl1VlneJ1'U1"i)tI m~ nm') 

bUVl"l:leJ'I1tlb?l'Um1fl1~'1mhl1~ 

5. 'Vi~mmU"bb~~~'VI51'Un11oW'Jl'HU111f'11 

5.1 1'Um')?leJU')l fl1flf'l.Q ~'1Vl1Vle:I'~1t151ii"i)~'V1"i)1')ru1(;)Vl~'U~l tI ,)1fl1,)1~ 1'U1Ub?l'Um1fl1 , 
~l?lVl bu'Ubnru4ibb~~"i)~~eJ'Ih] bfl'U,)lfl1 nm'l, 

5.2 Vl1 n~ b?l'Um1fl1,)1 tl1Vlnflru?llJWll~t:1 n~eJ'I\9l1~orreJ 2 Vl~eJ~'UVl~mi1'Um,)b?l'Um1fl1 
'" 'I '" .. 

1~t:1n~eJ'IVl~eJl~fl,)U~1'U\9l1~orreJ3 Vl~eJ~'U"lleJ'I?leJU,)lfl11~t:1n~eJ'I()n~orreJ 4 bb~l fl~m~fl'I')" "i)~ 
'lJ 'lJ 

1~ ~u'V1"i) 1')ru1 ')1 fl1'lJeJ'I~ b?l'Um1fl1,)1 m1'U b1''Ubb~ bU'UorreJ tjVl'V'lm VlVl~ eJtjVlVl~'1 bY; tI'I b~ n1.JeJ tJ Vl~eJ 
'lJ 

tjVl'V'lmVlhJ"i)lm~eJ'U 1'lJ'lJeJ'IbeJn?l1')?leJu')lfl11'Ucil'U~m 'li?l1,)~611At1J ~'1.Q bQ'V'll~1'Umru~'V1"i)1')ru1 
b~'Ul1"i)~bU'U'IJ')~ltJ'l.lt1~eJ~'1Vl1Vlm1t151ii byht1'U , 

5.3 ~'1Vl1Vlm1tJ51ii?l'l1'U~'V1Bl~'W"i)1')ru1,)lfl1'lJeJ'I~ b?l'Um1fl11Vltll~nm,)~eJ'Uer'U 1'U mru 
, 'lJ 

~'1~eJl'IJ.Q 

(1) hJ'IJ,)ln~~eJ~b?l'Um1 fl1')1 tlt1'U 1'UUt1J~~~U beJn?l1')?leJU')lfl1 Vl~eJ1'UVl~nj11'U 

m,)~UbeJn?ll ')?leJU')l fl1'lJ m~'1Vl1Vl rim..! 1i.JbUVl"l:leJ'I?leJU')lfl1 

(2) l~meJn~eJlJ~uflfl~ Vl~eJ~'1m tJneJ~eJ~b?l'Um1 fl1eJ~l'1Vl~'1eJ ~1'11Vl Vl~eJ 
, 'lJ 

. ~'1Vl~Vl1'U1ub?l'Um1fl1 
(3) b?l'Um1 tJ~~ b~tJVl bb\9l n 1'11'11'IJ"i)1 m~eJ'U 1'lJ~n1Vl'UVl1i.JbeJn?l1,)?leJu,)lfl1~ bu'U
 

?l1')~611AtuVl~eJnt.J~v111 Vi'bflVlfl11~ l~b 'IJ~tJ'lJ b~m 'IJ~tlubbri~b?l'Um1fl1,)1t15'U
 
~ 'lJ 

(4) ,)lfl1~b?l'UeJnm,)'lJVl~1J \9ln b~iJ bbtll'lJb'IJ~tI~bb'IJ~'11VltJ~b?l'Um1fl1m~~'1 
'lJ 'lJ 

mtlijeJ~eJ'V'l~eJ~'IJ,)~l1Um1 (~ln) n1nu11' 

5.4 1'U m,)(;)Vl~'Um')?leJu,)lfl1Vl~eJ 1'Um,)v11~t1Jt1J1 flru~m,)1Jm,)bUVl"l:leJ'I?leJU,)lfl1Vl~eJ 

~'1Vl1VleJl1tJ51ii n~'VIB1 Vi'~ b?l'Um1fl1~bb"i)'1-iJm Vi"i)"i)~'1 Mll'V'l ~l'U~Vl~eJorrm Vi"i)"i)~'15'U 1Vl~b~ tJlorreJ'I 
' 'lJ ~ 

nU~b?l'Um1fl11~~'1Vl1Vl~11t151i1n~'V1B~"i)~l~~U,)lfl1Vl~eJhJv11~t1Jt1J1 Vl1nVl~nj11'U~'1mhl1~i1 

fl11~bVl~1~?l~Vl~eJl~t:1n~eJ'I 
'lJ 

5.5 ~'1Vl1VleJl1t151ii'VI,)'111'~'1~'V1B.yi"i)~ 1~~U,)lfl1 ~l?lVl Vl~eJ,)1fl1Vl~'1,)1fl11VlVl~m1fl1~, , 
b?l'UeJ~'1Vl~Vlnl~ bb~~m"i)V1"i)1')ru1 b~eJn~eJ1'U~l'Ul'U Vl~eJ'lJ'U1Vl Vl~mQ'V'll~~ltJ m,)Vl~'1,)lt1m')1Vl 

Vl~eJm"i)"i)~tlm~ nm')?leJu,)1fl11Vltll~V1"i)1~ru1~Vl~m~tJ nl~ ?lVlbbl'1"i)::'V11iJ1')ru1 ~'1.Q b~eJ'IJ ')~lt1'l.lt1, 
'lJm'V11'1,)1'l.lm~bU'U611Atu bb~~1Vi'tieJ11m')\Oi'v)~'U'lJeJ'I~'1Vl1vml1tJ51ii bU'Ub~Vl'lJ1Vl 

~ , 
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~L?l'Um1flT'iJ~L~CJfl~'f)~fi1L~cJ'vnCJ1\1l ij1~ 'j11J~~~~VrrvIBVlCJ51-U"iJ~~"iJ1'HU1CJflL~flfl11'1 
'U I, 

?l'f)'U'j1fl1 LL~~~~LVl'\.oj~ L?l'Um1fl1 L?lij'f)'ULU'U~~~~l'U hJ11"iJ~ LU'U~ L?l'Um1~Tvtt~-r'Ufl1'jrlVlL~afl 
'U 'U 'U 

Vj~a hJnm1J Vj1flijLVj~~L~'f)1~11~b?l'U'f)'j1fl1m~'Vh1ULVlCJhj?l"iJ~~ L'li'Ufl1'j L?l'Um1fl1e1U LU'ULVi"iJ 
, 'U , 

Vj~'f)1i~'f)'Ufl fl~ 5'j'j1JVl1Vj~a'U~ 'Uflfl~ ~'U 1J1b?lU eJ 'j 1fl1LLVl'UlU'U1Pl'U, , 
5.6 1'Umru~u'j1fl!Jia LVi"iJ"iJ~~.fl1 cm~~n1'j LUVl61l'f)~?l'f)'U11fl111 ~L?l'Um1fl1~ij~Vl5 

1~f'UrlVl L~ aflm1J~1~U1~fl1i'l11CJ~a11~11J-iia 4.6 LU'U~L(;1'Um1fl1~ije.mu'j~LCJ'I1t1~11Jtl'Ufl'll~ 
'U 'U 

L?lUm1fl1'j1CJ~U ru 1'U'\..b~fl1i'l?l'f)'U'j1fl1 VI~m U'U~L?lUm1fl1~m~vi1fl1'je1'U LU'U fl11-UVl"(J11~fl1'j 
'U 

LL 'li~-U'U~ 11JoiIa 1.5 ~~l'11V1ije.h'U 1"iJ~"iJ ~I'i'm 1CJ~'f) liL?l'Um1fl1~ij~Vl51~f'Ufl1'jrl~ L~ a flvl~ flci11aa fl 
'U 

"iJ1fltJ'j~fl1i'l'j1CJ~am1JoiIa 4.6 ~~Vj1V1"iJ~~~1'jrul~~LVl'\.oj~ L?lUm1fl1'j1m1uLU'U~~~~lU 
'U 'U 

1umru~~~Vj1~~"iJ1'jru1 L~'U11 fl1'jCJfl b~flfl1'jL UVl6Il'f)~1'U L?lUm1fl1~1~~lL 'U'Ufl1'j1ULL~1 

"iJ~Lu'Uu'j~bCJ"(J"JbLrlVl1~'j1'11fl1'j'f)~1~~~ ~~Vl1V1ij e:i1U1"iJ CJflL~flm'jL u~61l'f)~1 'U L?lU'f)'j1fl1vl~flci111~ 

• '" Jt6. n1'lVl1aruru1~ij'ij1t1 
",<II 

~'I1'U~fl1'j?l'f)'U'j1fl1"iJ~IPl'f)~vi1G1ruru1~'f)"lJ1CJm1JLL 'U'U~ru~U1vl~'j~'U 1'UoU'f) 1.3 tl'U~~Vj1VI 
'U cu QJ Q.I Q.I .. 

.fl1CJ1U 7 1uvi1fl1'j tJ'Uti'VI"iJ1fl1'U~1~-r'UVltJ~~rJbL ~~ LL~~"iJ ~1Pl'f)~11~Vj~ flU'j~ tlU G1tl!tl!lLUU"ii1'U1U 

b~UL'Vhtl'U~'f)CJ~~ 5 "(J'f)~'j1fl1fi1~~'1J'f)~vi b?lU'f)'jlfl11~ 1~~~Vj1V1fj~n'f)111U'1Jru~yhG1tl!tl!l LVlCJ1i 

Vj~fltJ'j~tlU'f)~1~wd~a~1~1V1 vl~l'ia 1tJ;1 

(1) L~U?lVl 

(2) L~fl~5'U1fl1'j~~~lCJ1~LLrI~~VjlV1mrCJ51-U bVlCJ bUUL~fl~~1'U~~vi1G1ruru1l'1~arlaUl'1~1, v ., 

~uhjLnu 3 1uvi1fl1'j"1Ja~Vl1~'j1"1lfl1'j 

(3) VjtJ~~a~lu'j~tl'U~a~5'U1fl1'j.fl1CJ ~~~1ma 1.41'UU'j~LVli'l ~"fiJbL'lJ'VVIt1,ma~1Lh~tlu , 
(4) VjtJ~~a~lU'j~tlU'1Ja~'U'j'j~'V1b~'UVl'U a~(;11Vjm'j1JLL vi~tJ1~L Vlf'l1Vl CJ 'U'j'j~Vl L~UVl'UVj~a 

- .'- --- -- , -' -------- -- -- 1--· -.. - - ... 

'U~~Vl L~UVl'UVj ~flVl-r~ cJ.yj1~ -r'U a'Uru1 ~1~'lh~ flrJ 'U R"iJ fl1'j L~'UVlUL~a fl11Yo/1 ru'IJ cJ bL~ ~U'j~ fla'U 51 il"iJ 
" " Q.I " " 

A1U'j~tlU~11JU'j~fl1i'l"(Ja~oU1fl1'j LL vi~U'j::: LVli'l1'VlCJ ~lm1CJ~a'U~~VlL~'UVl'U~i'iU 1fl1'j LL vi~U'j~L Vlf'l, 
1VlCJ bL~~L1 CJU1'l-1~1'U11'IJfl1'jl'i1~ 1Vl'j1'U Lb~1 1V1CJa'4b~1J1Wi~11J1i11a~1~VjtJ~~aFf1u'j~n'U'Ua~ 
i'i'U1fl1'j.yj fl1~. n1VjU~ 

(5) vr'Ui'iUl'1'j-r\i'U1~1VlCJ... 
Vj~fltJ'j~tl'U;1"iJ~A'U 1l'1bVlCJhHj~am dCJ.fl1CJ1'U 15 1UtJ'Ui1V1"iJ1fl1'U~~'IJ'U~ fl1'j(;1eJ'U

'U 

'j1fl1 (~"(J1CJ) ~'U"iJ1floilm.Jflvrum1JG1ruru1~eJ"(J1mL611 
" \J tV Q.I 
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7. er~':ilfiTt.li''U 

fhu~\Jl'l1:lJbb'U'U"'tlitliI6ffB'UltJ iB 1.3 1~A~b U'UrJ~';i1{BtJ~~ 0.2 I'1Bl'U 

8. n1':ii''U'l.J':i~n'Ufl11:lJ''Ih~~'Un'VdB~ 

er'l1'U ~ n1'~G1 t!'U':ilfll~ \ll\9lvhit! ~ m'1\l bU'U 'VI'I1\1~t!vh"'ru rul~ 1\1\Jl1:lJ bb 'U'U ~\I':i~'U 1'Uit! 1.3
'U ILl QJ , 

bb~l bbl'1 mru 'l~~m1''UU':i~n'Ufl11:lJ"ll'I':i~'U, nvdB \I'UB\I~\I~';t!'UltJ~bn~~'U.fl1tJ1'U':i~ tJ ~b 1~ 1hh~BtJ 
n-J1 1 tJ 'I1'Ut:1V1'llnl'U~er~t!1''U:lJB'U LV1tJer-r'U~~m':i"1lt!:lJbb"ll:lJbbnt'U 1mim':il~~~\lb~:lJ.nltJ1'U 15 l'U 

\J \J 

'I1'Ut:1V1'llnl'U'vtl~1''Ubb~\lfl11:lJ"ll'I':iV1'Un'W~t!\I'VIlnijm':ibbnt'U~\I 2 flf\l bb~ltJ\lhJ1~~\Jl1:lJun~erG1t!'U 
, \J 

':ilfl1l~'l~lJlmihum:lJlbu~tJ'U1m'VIlJ vr\l.Q LV1tJllJA~lJ~filbb~~fh1 i~ltJ1V1 1 vr\l~'U 

9. ,j'vt'f~1'U~V13lun1':iLa'UB':ilfllLL~~~'U 6j 

9.1 b~'Ufil~G1V1~I'V11''Um':i~t!flf\ld l~:lJ1'llm~'U'UBm'UU':i~:lJlru (b~'Ut1'I':i\l),, 1':i\l'WtJl'Ul~ 
~m1'U m':i~\I'Ul:lJ1'U"'rurul'l~m~vhl~l'1m~t!~\I'VI1V11~1''Ut!'UWi b~'Ufil~G1V1'll n\l'UU':i~:lJ1ru

QJ v q, 

U':i~"i11tJbb~lbvht1'U 

9.2 bdB~\I'VI1V11~fi'~b~t!nerbG1'UB':iIfl1':i1tJ1V11~b U'Uer'Ulmb~~ l\9l~n~\I';t!~\I'UB\I~I:lJ~G1B'U 
\J \J 

':ilfl1~Bbb~l tller'UltJ'l~~B\I~\I'VI~m11~\I'UB\I~\In~11 b-Ul:lJ1'llnI'11\1U':i~ b'VIf'l bb~~'UB\ltT'U~B\li11b.vl
\J _ 

:lJl1V1tJ'VI1\1b~B1'Ub~'U'VI1\1~ijb~B1'VI tJ b~'UB Ei bb~ ~G11:lJ1':if;) 1~'U~m':i1''U'lJ'U1\9l~ 1:lJ~1'~:lJ'U~~11m':i 
\J ~ 

m~'VI':il\1fl:lJ'U1fl:lJU':i~mf'l ~1'V1'U~ ~bG1'Umlfl1~\IbU'U~'Ul tJ 'l~ 1JlB\luB U~l'n:lJ n!l'VI:lJ1 tJl1~1 tJm':i 
I 4 4.o::::l1 V q 

G1\1bG1':i:lJm':i'W1UJ'I1tJ'Ul1 ~\I'U 

(1) bb~\lm':i~\I'VI~Bi11~\I'lJB\I~';mJ1tJvi'\ln~11 b-Ul:lJl'linI'11\1U':i~b 'VIP! I'1B~I'11n\ll'U 
flru~m':i:lJm':i61\1 bG1~:lJm':i'Wlru'l1J'Ul1.nltJ 1'U 7 l'U'I1'U~\lbb~l'U~er'UltJ~\I'Vl~B;B'lJB\I'lln 

\J 

1'11\1U':i~b'VIP! bl'Ubbl'1 btJ'U'UB\I~1'~:lJ'U~~':hm':im~'Vl':il\1fl:lJ'Ulfl:lJU':i~mf'l timl'U 1~'U':i':i'VInl~m~B~'U 
~ -- , 

l~ -- -- ----­

(2) ~V1m':i1~~\I'lJB\I~~B'UltJvi'\ln~11'U':i':i'VInlV1m~Bl'V1tJ 'Vl~m~B~ij~'VI6, 
b-U'Ub~tJ1n'U b~B1'VItJ'llnI'11\1U':i~ b'VIf'l:lJl tJ\lU ':i~b 'VIf'l1'VItJ bl'Ubbl'1'l~l~1''UB'U rul~,nn~li1n\ll'U , " 

flUJ~m':i:lJ m':i?i\lb?l~:lJ'Wlru'l1 tJ'Ul11~'U':i':i'Vl n~\I'UB\lt1'U lV1tJ b~B~'U~m -Ub~B1'VItJ ;\I"il~lJlB\ll~1''U• 
B'U rul~ b-u'UtTwlB'U'U':i':i'VI n'U B\I~\I b~B~'U 'VI~B bU'U'lJB\I~1'~:lJ'U ~~11m':i m ~'VI':il\1fl :lJ'Ulfl:lJU':i~ mf'l 

, tI.I q cQ 

tJml'U1~'U':i':i'VInlV1m~:eJ~'U• 
(3) 1'Umruvi'bjuBtmm:lJ (1) 'V!~B (2) ~'UltJ'l~~B\l1''U~V1~I:lJn!l'Vl:lJ1tJl1~ltJm':i 

61\1bG1~:lJm':i'Wlru'l1~'Ul1 



,~---------,~''''''------------,,--
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9,3 ~bG1'UeJJlfll~\l~\lVrr~~Vf~'Blm~rl~b~eJflbb~l hntlvil~qjqjlV1~eJ-ueJ(Jlfl~\lm~ 1 'Ubdm 

~'VI1\l11'llfl11nlV1'U~1'1\l1~'IJ11l'U-UeJ 6 ~\lVl'r~~~~~l'HU11~\ tJ'U~~\l\l1'U(Jll~1~b;j~'IJ'lleJ\l'VI1\l, ~ 

':l1'llfl1':l 

9.4 ~\lVll~eJVftJ'BTU?f\l1'U~'VI5~~~ bbm'll b~~b~~b~eJ'U 1'llVl~eJ-UeJrilV1'U~ 1'U bb'IJ'IJ~rurul1 ~ , " " 

biJ'U1tI(l11~fll1~b ~'U'lleJ\l~l'l1fl'eJtJ fl11G1\lG1~ (fllii)
~ , 



D 1. 1'Umru~Li."l'UtJ'j1F11 Lu'UmhJF1F1(;j" ,o (n) '1h:l~'Ui,+:l'Ui."l1~qj'V11mh:l~'Ui,+:lWii1n~ 

G'1'1L'U1 WW'I ~ tJ1mtJ 'In1 'j"iJ ~ 'VI~ LUtI'UtJ ~'U,F1 F1 (;j ~1'U1'U LL~'U 
eLI"'" ell 1.1 I 1.1 Q.I I.Iq 0 1.1 o<:ll 

'Uqj'll'j1t1'lJtJ"1'Ui."l1'U~'<iJ~ fl1'j LL(;j~~1JtJ1'U1'<iJFld'Ul'J1J(m1J) ':iJ1'U1'U LL~'U o (~)'U1~'VI~ln~'V11tJ'U1~'VI1J'V11'lJ'U~ln~ 

~ 1L'U1WW'l~tJ1mtJ'l n1'j"iJ ~'VI~L UtI'UtJ~'UF1F1(;j ':iJ1'U1'U u.~'U, 
'V1t!'l~tJ'U1F1 ruvii."l'Ul5 ':iJ1'U1'U LL~'U 

. Uqj=S'jltl~tJm'j1Jfl1':i~~~m'j LL(;j~~ihh'U1'<iJFld'UF11J (tl1i1) ~1'U1'U LL~'U
" " , 

uru=S~~m~'lJ'j1t11'V1t:U ':iJ1'U1'U LL~'U 
IILI '\J' IILI 

O 2. 1'Umru~Li."l'UtJ'j1F111~L u'UtJ~'UF1F1i;l 

o (n)
" 

~F1F1(;jl5'j'j1J~1 
, 

G'1'lL'U1U(9)':i'lh~':iJ1l'i'1th~'lJ1'lJ'U~tJ'l~,r'U ~1'U1'U LL~'U 
"o (~) F1ru~~F1F1i;l 

~1 L'U1-UtJ (9)ni;l'l~LLi."l~'lii'lm'jL -U1 LU'U~'U~1'U ':iJ1'U1'U 11~'U, 
G'1'1L'U1U(9) 'jtJ 'j~ ':iJ1l'i'1tJ'j~'lJ1'lJ'U'(J tJ'l ~ LU'U~'U ~1'U ~1'U1'U LLtJ'U" , 

O 3. 1~mru~Li."l'Um1F11Lu'U~Li."l'UmlF11'~11Jn'U1'U~1'ULU'U~111JF11 
'U 'U ~ 'U 

G'1'1 L'U1~qjqjl'(JtJ'l fl1'jL-U1111JF11 ~1'U1'U LLeJ'U 

o (n) 1'Umru~1'ntfl1 LUli~F1F1i;ll5'j'j1J~l
 

- ~F1F1i;l~qj'll1~1'VIti
 

~1 L'U1U(9)'jtJ'j~':iJll'i'1tJ'j~'lJ1'll'U ':iJ1'U1'U LL~'U 

- 'UF1F1(;j~~1 'll~ru'll1~i1'VIti, ~ 

~lL 'U1'V1t!'l~m~'U'VI1'l ':iJ1'U1'U ......... LL~'U 

O ('(J) 1'Umru~111JF11LiJ'UtJ~'UF1F1i;l" , 
- ~1'l~'U~1'Ui."l1~qj'V11tJ~1'l~'U~1'U':iJ1n~ 

G'1'1 L'U1'V1t!'l~tJ1mtJ'l fl1'j"iJ~'VI~L UtI'UiJ~'UF1F1i;l ':iJ1'U1'U LL~'U, 
Ufll~':i1t1~tJ~'U~1'U~~~fl1'j LL(;j~~ihi1'U1'<iJ Fld'UF11J (tl1i1) ':iJ1'U1'U LLeJ'U 

o~ , 'U 'U , 

9. ["" 'U1~'VI':iJ1n~'V1~tJ'U1~'VI1Jm'll'U':iJ1n~ 

- G'1'1 L'U1'V1t!'l~tJ'¥mtJ'l fl1'j"iJ~'VI~ LUtI'UtJ ~'UF1F1i;l ':iJ1'U1'U LL~'U, 
'V1t!'l~tJ'U1F1ruvi",'U l5 ':iJ1'U1'U LL~'U 

uru~'j1t1~tJm'j1J fl1'j~~~ fl1'j ~i1eh'U1'<iJ FldUF11J (tl1i1) ':iJ1'U1'U LL~'U 
IILI '\J \J , 

uru=S~~tJ~'U'j1t11'V1t:U ':iJ1'U1'U LLtJ'U 
IILI ...'\J' 
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.d IJ' cto 4. eJ'U 1 (mJJ) 

8 
o 
o 
o 

'lJl'\'"j L~1'1JeJ-rU';ieJ-,111 LeJ fli.'ll'S'VI~ fl'il'Uv1'lJl'\'"j L~l~'U'\'"j~eJJJ"lleJ-,11ULi.'I'UeJ'Slrll1'Ufl1'Si.'IeJU';ilrll..
 
(l flWleJ-,1 LLfl~ Lu'UmlJJ,i1-,1'Y1m.h~fl1'S 
~ , 

fl-,1~eJ ~Li.'I'l.Jmlrll 

c ) 



o
 1. 'VIt1.:l~mJ"€Jueil'Ul"~.:ltJ~€l1mbbi.'1(91,.nJml.m~'VI:lJltJ 1'Umru~~bi.'1'U"€Jdlm1J"€Jurll'Ul"1~
 
.. 11 ,0

~i'H;;1~"€J'U~.:l'Ul1J 'U Ubi.'1'U"€Jdli'11bbVI'U 'll'Ul'U bb(:.J'U 

o 2. bbi'1(91m~"€Ji'1LL~:::'VI1mLuUd'lJdlf.Jnld~:::LBtJ~i'1ru~m~ru:::bU'I'l1::: "iil'U1'U Lb~'U 

o 3. ~'U 1 (~lij) 
" . 

o 
o 
o 
o 
8 

-Ul'1'l L~1"(J"€J1Ud"€J.:l·;h Lv ni.'11d'VI~mn'U~-U1'V'l L~l ~'U'I'l'~'"€J1J'1l"€J.:l1 ULi.'1'U"€Jdl m 1'Un1di.'1"€JUdlm 
'" 

~~.g"€Jfln~"€J.:lLL~:::LtJ'Uml1J'l1Wln'lJd:::n1d
" . 

~.:l~"€J ~ b?l'U"€Jdli'11 

c J 



1. ouTwL..ijl	 €J~trl'WL~'lJY\ Cl'W'W . 
'\J 

o	 0 V Q.J 1"'~
(J)l'U~/LL'lJ1'1 €J1L.f1€J/L'IJ(P] ~ '1V11Vl....... 'Vl';i~'W'Vl	 .
 

..., IJ''' .:'1"""' d l' 1	 ~ d1VlV	 ~~'1'Wll.J'lJl'1'VllV'W Vl'W~l';irulL'I€J'W 'IJ(Il1'1 'l 'WL€Jtl?ll';i?l€J'U';ilfl1'1l€J L~'IJ'Vl 
I I	 I 1.1 .... "" (" "") 1	 ... " 0 1'" "..2/2558 LL~:!L€J tl?ll';iL'Wl.JL(P]l.JL~'IJ'Vl m~ VltJ(P]~€JVlLL~:! v€Jm'U'IJ€J tl1V1'WVlLL~:!L'I€J'W 'IJ'W'WLLm 

';i11.J~'1-r'U';i€J'I11oUl'W L..ijl LU'W ~iifl ru?ll.J'U1im'U rl1'W (P]1~~ fl1V1'WVl LL~:! hiLU'W~v1'1'11'W'Vll'1'Vl';il'Utl1';i 
'\J ,	 '\J 

2. oUl'WL~l'IJm?l'Wmlfl1~?lVl';i11.J~'1'U~tl1';i ;'1 fhVl'WVl11l'WL€Jtl?l1';i?leJ'U';ilf11(1l1l.J';ilfl1LL~:!nlV1'WVl nm, 
~'1~€J'U ~'1\91€JhJ;f 

o ... 
~lVl'U 

.d 
'Vl 

';ilCJtl1';i 

0 

~1'W1'W 

(VltJ'JV) 

';ilf11I'1€J 

mhv 

"" , 
m~l.J~ f11 

'\J 

L~1.J (rllii) 
';i1~LU'WL~'W 

0 

tl1V1'WVl 

~'1~€J'U (1'W) 

1. alendronic acid G'lIo mg. 

tablet 

4,000 
, 

tl~eJ'I 

d t.I t.I	 ~ 

';i1~ 1 ';iltJtl1';i LtI'WL~'l.J'V('1~'W 'Ul'Vl C ..) 
;'1LU'W';ilfl1~TJ~.f11.;;~~filL ~1.J ';i11.J~'1m.;;eJ1m~'W LL~:!fi11-ff~ltJ~'1'lh'l11v11mLGi'1 

'\J 

3. f11L?l'WeJ;f~:! ~'W€J vl'W';i:!v:!nm 1'W ir'U LL\911'W LU Vl'1l€J'I?l €J'U';ilf11 LL~:!~'1V11VleJYlmi1U€l1~-r'Ufil
'\J .	 , 

L?l'W€J~ ru	 ,nm1Vln1~tle)'W~~:!m'U nlV1'Wm~L 1m~m-ciTJ- 'V17tJ ~ttJ~ bWimv1fJ'VleJeJtl1U(ll1l.JLVI(J)e-.Jm)'W?l~fIJ';i
""'l!QJ V cv -=l1J' 

'Vl~'1V11Vl€J'VltJ51'W';i€J'I'IJ€J, 
4. 1'Wmru~eOl'WL..ijl1v1-r'Utl1';iVi~1';irul1 V1LU'W~"ll'W:!tl1';i?l€J'U';ilfl1 eOl'W L..ijl-r'U';i€J'I~~:! 

'\J 

'" 
4.1 'Vh61qJqJl(P]l~LL 'U'U61qJt1j16/i€J'lJ1LL'W'Uvh m€Jtl?l1';i?l€J'U';ilfl1n'U~'1V11Vl~Y1V5TU mvb'W .... .1'W 

'W'Utl'W~ltl1'W~1v1~'UVI'W'I~ €I LL ..ij'l1VI''lNh61rurul 
u u 

4.2 ~€J'UVlGltlU';i:!n'W tl1';iU5tWl(P]11.J61qJqJl(P]11.J~';i:!'411l 'WeOeJ 7 'lJeJ'IL€J tl?ll';i?l€J'U';ilfl1 1V1LLtl~'1V11~ 

€JYlV51-Utl€J'W VI~€J1 'W'lJru:!~1v1~'1'Wl~ 1'W61rurulLU'W~1'W1'W ~€Jv~:! 'IJ€J'I';ilfl1(P]ll.J61rurulm~';i:!'U111'W1'U 
It IV QJ	 IV U , 

L?l'W€J';ilfl1;f	 L~€JL U'WVlGltlu';i:!n'W tl1';iU5~(P]11.JG1qJqJl1~v~tl\l1€J'ILL~:!f1';i'Url1'W 
Vl1tleOl'WL..ijl1JJufltWl1V1m'U~1'W(P]11.J~';i:!'U 11eOl'1\l1'W;f oUl'WL..ijlV€Jl.J 1V1611'Wtl'l1'W ?l151';iruG1'IJ~'1V11Vl:J, , 

€JYlV51m'UVlGl tlU ';i:! n'W'1l€J'IVI~€J L~ Vtl~eJ'I'lltl er €I €I tlVl'W'1~ €I ~lU ';i:! n'W ';i11.J~'1 El'W ~"llVl1 eOf11 L~ EJVll V1Vl~eJ1'lii LLrl 
,	 '\J 

~'1V11Vl€JYlV51-U LL~:! m';i~~'Vl6~'l:! 1V1~L?l'WeJ ';il f11';il v~ 'W LU'W~?l e:J'U';ilfl11v1V1~€J ~'1V11Vl €JYlV51i11 VlJJ n1~ 
"	 'U 'U , 

5. -ffl'WL..ijltJe:J1.J-r'Ul1~'1V11Vle:JYlEJ51ffiJJiifIJll.Je.Jtl~'W~'l:!~'Uf11L?l'WeJ;f VI~€J1 'U L?l'We:J';ilf11bVl 'l ';i11.J~'11JJ 
,	 '\J 

\l1e:J'I~'U~~"lle:J'U 1'Wf111-ff~lV1~ 'l eJ'W€l1~Ln~~'W1'Wtl1';i~eOl'WL~lhi\ e01L?l'We:J';ilf11 
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6. 'IJ'j'j1'11'Vf~mi1'u\h:::m)'unl'':i~''iJl'HUl b'liu bbfWllP11~tl n bb'IJ'IJ'jtJ'jlCJ nl'j'jlCJ'l::: bBCJl'1fU1.l~n~ru::: 
tU • 'U , 

bt:J'vn::: (Specifications) ~~-iflVib~11~~~1~n'IJ~'lvr'j'I'1'QYlCJl)l'UVi~mJ1'IJ b?fUtl'jlfll -iflVib~l~UCJtl1J1Jtl'IJ1~~~V111'1 

tlYlCH5l'Wll'btJu btln ?fl'j"Utl~'Vll~'jl"1Jnl'j, 
~lVl-r'IJ~1tl~1~~bVl~tlVl~tl11J"t~bb~1 ~~~~'Vf1~r~Y1CJi51-u~'U1~ oV1Vib~1"iJ:::hh1CJn~tl~filb~CJVllCJ11'1 'l.~ 

" 
bnl'1~'Un'IJ~1tl~1~ 

7. oV1Vib ~11~lP1'j1"iJ'Vll'U~1 b~"lJbb~:::lP1'j1\1 btln?fl'j~l~ '1 ~1~~'UVi~tl1J 1'IJ b?f'Utl'jlfllihI'1CJ~::: bBCJl'1bb~1 bb~::: 
boVl1"iJ~11~~V11~'QYlmil-U h]~tl~-r'IJe:J~"1Jtl'IJ1~ "llUml1Je:J~Vim~V11tllP1nVl"'U 

8. 1'IJ b?f'Utl'jlfllm~~'U L~ CJ'IJ~?f'VltCJ~5":i'j1Jbb~ ~tJ'jlfl"iJlnn~5tltJ~V1~tl nl'j?f1J~~11Jf)~n'U LI'1CJhJ"1Jtl'IJ~1 CJ , , " 
n!JVl1J1CJn'IJ~ flfl~11'1~ flfl~'Vft1~ V1~tlVlmCJ~ flfl~ V1~8 n'IJ~1~~'U~1'UU~~'Vl1~ '1 m~~Ub?f'Utl'jlfll1 'Ufl'jl1 b~CJ1 

b?f'Utl1Jl ru 1'UVi b~tlU Vi.fl. 2557 

."j 

(~~"ti8) , . 

C .) 
l'11bbVl,j~ . 



flw~n~W~bQ'W1~"lJe:J.:I~1 Alendronic acid 70 mg. tablet 

1~.:IVW1tJ1~i'Wi'W 

"j 
1. 'Hlm Alendronic acid 70 mg tablet 

2. fJW~llllil~1'tl 
2.1	 btJiJenb~~"l.fll~-r'Utb:::Vl1iJ ~1V1-rU-r'U',-b:::V11iJ~tI~1~(l::: 1 flf'l 

2.2 tI~:::m)'U1i11EJ~lEJl Alendronate sodium ~'1?f1J1J(ln'U Alendronic acid 70 mg. 

1'U 1 b~~ 

2.3 U~~\I1iJbbtNtJ~?f1lV1 iJ'El'ln'Uml1J~iJ, 
2.4 omm:::'U - ~'Elen ~lutl~:::ne:J'U~len~lArubb(l:::flll1Jbb~'1 liJ~~\91 luiiJmEJ b(l'IJ~~~\91 ,	 '" , 

bb(l::: b(l'IJV1::: b,j EJiJ ('11 -ru en\ l''El ~ l'1i~ b\IiJ'UiJ'U~~\I.nru';;, 
- 'UiJbb~'1e:J~l'1iJe:JEJ(X'El'l~:::'U~e:Jen ~liJtI~:::ne:Ju~len~lflru flll1Jbb~'1liJiumEJ bb(l:::,	 '" , 

..... Q 

3. fJW~ll'IJVlm~mfl'Ufl'Uij~ Finished product 

3.1 Identification \91~l\l~liJ\9111J~~:::LJ1iJ Fin!shed product specification 

32 tI~~lru~len~lflt1J 90.0 - 110.0 % of labeled a~ount of Alendronic acid 

3.3 Uniformity of dosage units \91~l\l~liJ\9111J~~:::~1u Finished product 

specification 

3.4 Dissolution	 Not less than 75 % (Q) of labeled amount of Alendronic 

acid is dissolved in 15 minutes 

3.5	 Related substances 

- 4-Aminobutanoic acid Not more than 0.5% 

- Phosphate Not more than 0.5% 

- Phosphite Not more than 0.5% 

~ Q	 Ci) Cil Q JQJ Q

4. fJW~lltJVI't1Hmfl'Ufl'Uij~ Raw Material (H~Y1~ IOU 1'lJ1!fl11:::'Yi1V1QYI'IJ) 

Related substances (BP 2010) 

- 4-Aminobutanoic acid Not more than 0.5% 

- Phosphate Not more than 0.5% 

- Phosphite Not more than 0.5% 
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4 b1 4 s. 1~0U l'U0U 9 

5.1 btln'f1~m~1~~\Jtl'Urul(;l~'U'VI~lUfJ'U\9\'1'~\JfJlbyjmhvl1.11v1'UtJ~~b'VI1"11 '\IlCi bb{;1~~lbb~-:l 
• u 

(declare) bb'Vl~-:le..J~(;l 

5.1.11'll~1r1'1Jm~~'U'VI~bUfJ'U~1'~\W1 ('VIv.2 'VIfJ.3 'VIfJ.4 bbtflbb~mru) 
5.1.1.1 mru~btJ'Um~t:-J~(;l1'UtJ~~b'VI1"11'V1fJ'VllJ1fJi1-:l 'VIfJ.2 

5.1.1.2 mru~btJ'UV1t1wif1byjBm~bbu-:lm~~ 'Vl1J1fJi1-:l 'VIfJ.3• 
5.1.1.3 mru~btJ'Umuwih~ln~l-:ltJ~~b'VIl"1'Vl1J1fJi1-:l 'VIfJ.4 

5.1.21'llfh(JB~'U'VI~bUV'U 'VIfJ.1 '1JB-:lm~b~'Um1f\1 ('VlU1 1) 'W~B1J~lfJ{;1~bBfJ~ 
,,, 

Vl10Vtl m~m'llfl1JfI, .rum'W'1J B-:le..J~~ Ji'ru.;jmlJ'Vi:U'U'VI ~ bUfJ'U (finished 

product specification) n~ru~tl~~~'Vl'-J1-:l n1~btJ~ fJ'UbbtJ{;1-:l um'1J b~1Jb~1J 

~~~B-:lbb'U'llbBn~1~m~'1JBUm'1J1J1'W~B1J finished product 

Specification 

5.2 bBn~l~-rmtl-:llJ1m~l'Un1~e..J~~V1 .... 

5.2.1 mru~me..J~~1'UtJ~~b 'VIf"l1'I'm ~e..J~(;l~B-:lil~lb'U1m'Wfi1fJ'Vl'l1-:l~B-r'll~tl-:l 
'lJ 

lJ1(;l~~1'Un1~e..J~~fJ1 (;l11JVl~nbnru.;j15m'j~m'Un1~e..J~~fJ1'lJB-:lm~'VI~1-:l .... 

~lli1~ru~'1J (GMP 'Vl~B GMP/PICs) 1'U'Vlm~V1~b~'UB'1J1fJ (QU'll~l~~. , 
I?lJ1J~B'llm~ml~ ~B'll1~ t1ile..J{;1 n1~-r'll~B-:li1-:l1'U~ b~'U B~l f11 bb{;1 ~1'U~e..J~ ~ fJ 1) 

5.2.2 mru~btJ'Umt11b'ifl''iJ1n~1-:ltJ~~b'VIf"l ~e..J~~~B-:lil~lb 'U1m'W~lfJ'Vl'l1-:l~B 
'U 

-r'll~B-:llJ1m~1'Un1~t:-J~~t11~11J'Vl~mnru.;j15m~~m'Un1~e..J~~m'1JB-:l.... . 

tJ~~b'VII"1~e..J~~ 'Vl~e.J Certificate of pharmaceuticaL product (flU'll 

~l~~~l1J~B'lln1~~~1~~e.J'll1~fJilm'l m~-r'll~B-:li1-:l1'U~ b~'Um1f\1 bb{;1~l'U~, 
e..J~ti1m) 
v d 

5.3 bBn~1~f1ru{;1n~ru~'lJB~m'VIb~'Um1fll, 
5.3.1 e..J{;1n1~~~1~lbfl~1~-Mflru.fJ1V'le..J~~Ji'ru.;j'lJB-:l~e..J~~(Certification of anaLysis)

• 'lJ 

1'Um~'U~ci-:lbtJ'U~lmh.:j• 
5.3.2 e..J{;1m~~~1~lbfl~1~~f1ru.fJ1'Wl~tl~'ll(Raw materiaL) '1Je.J-:l~lfJ1~1r1rum-u 

" u 

1'Um~e..J~~m~'U~ci.:j btJ'U\9l1B~1~~-:l'lJB-:l~e..J~~mbb{;1~~e..J~~1~tl~'ll 
't 'U 'U 'l 

5.4 ~1e.J~1-:lV1 

5.4.1 ~b~'Um1f11 ~B-:lci-:l~lB~l-:lmB~l-:lUBfJ5 'Vl1.l1fJ'll~'j~Ji'ru.;j .g-:lbtJ'U~lbb'VI'U 
'U , 

bb~~-:l~lfJ{;1~b€ifJ~1Wlfl~'llOl'U~11J~n1'Vl'U~1'U~loVBflru~1JWly(11 tJoV1.:j~'U, 

~l~ 
~ 

(~~"tl€l) 
Jv!~ 

'.J'l:!511.J ., 
~ 

(~~"tl€l) 
~ 

m'llJn1'l 

(1.J1~lL~EJ'l 1"'EJ~TJ~) (1.J.~.'J'l'J'l'lru '!l1'l!~'J'l'lru'B'EJ) 
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5.5 nl'J'lh~ntlflrum'V'j(J1~~.:ljJ8'l.J, 
5.5.11'tJ~hJ81tJ'lJ8.:ltn~6'i-:ljJ8'U~8.:lb'M~8hjtJmJnll 2 Uir'U~lnlt16'i.:ljJ8'U, 
5.5.2 tnVln.:ll~~6'i.:ljJ8'U "\J~~8~?i.:l~lb'Ulill'V'jt1ltJ1'U-r'U'J8.:l~(;lnl'Jml~1 bfl':il~~, 

(J1<j'U~~.:ljJ8'U'lJ8.:lcr (;.J~vm~~1'Ulbfl'Jl~~lV1tl~'U'lJ8.:l cr~~\PllV1tl~'Uvtl i~~\PltJl 
, 'U , 'U , 

<j'UVi~.:ljJ8'U, 
5.61'Umru.yjmitn~'Ubb'U'U~~~8,dj~(;lnl'Jf1n'tJ'l~161jJ~~ (Bioequivalence) bVitJ'Uwlln'U 

tn~'Ubb 'U'U1~tJ15nl'Jf1n'tJ'l v18-:lbUti1umjJ'M~n bnru';;bb~~ bb'U1U5'U1l1'Unl'Jf1n'tJ'l~l61jJ~(;l 

'lJ8.:l tJ l61liTru'lJ 8.:l~lirn.:ll'U fI ru~ m'JJJ nl'J81'Ml'J bb(;l~ tJ l n'J~Vl'Jl.:l6'lllil'Jru61'lJ U(;l ~ nl'J 
~ ,
 

Vl~618'UVll.:lfl~iJn (ClinicaL triaL)
 

********************************* 

. d\i(~~~eJ) ~.~ t1'l:!i51'U ., (~~'lJeJ) m'l~fm 

('Ul~:MtJ'l 1V1tJ?I'l1~) ('U.?I.1'l1'l'lru 'lJlf1J~l'l'lru-tltJ) 


