
L

)

J.

qnrffnuorvrpnrv a:1, ars vr. fi
jrd

fiilrr, [ol,d':Qil n:ol 6505-XX-249-3545

A; I t
xod rqun:ol

liu?ullu

(a{ryo )

(a':fio) 'n.o. drurl r::rl^irnr

( drun ni:rr' Fn )

_j(n.:fi0) n,n.rfr.: o:-etr mF$8r

t t?ur rriq0.r t

| 069/43 (?,|:J.)

rfrdruriyn r: re ],! ru drlJ r 1,'tL

lndsn: :Tr.::.6 / n::ilnr:

A torvastatin

Tablet

T

QIUO0IIU!!!]UE

t.t qcu6'nusuvtqv{ryolunr:oonrruu rflluorae:v6'u'hfuluriioer (hypotipidenri

t .z qcu6'nu euvrqil rv'lun r :'l#s ru l#ffuil :;mrurnioa n: ynir'h riulu16o n

t.: qruffnuruvrqr{rvlunr{tnnfin

1.3.1 lu I rabler il:unord'rufrror Itorvastatin............mg.

I . 3 . 2 I u r o f,i ? r lJ [ [ :.r 0 u ri'r r'r u Fr 1 u n r b r"'pr r,r r r rpi o s n :1
dl

f.|l:u::0 []avuul{0

-

2.\ r[1l! n]:il:: I rrasc]uro nr:il: : q rvtirrunh,rrnr: fiorrrrpiavnis
d I dd a 4 I d | 4 | y

2.2 1r::0l.f u14011iJn?1ililUF1.:rrlJ.:rr5.: 01lt4U140XJ01u',tuU1fln'tT I fiil140 0v9rO

/ du I d d
t'lulfl uvt ItJ [91lJ14u140

9.4

d u 6ra i -
L l uilnn$lunt: tel:1lfl t:rul,1vmuuzuol

. vi-
N n: gT :'l.i d]t't: 0t ?{1J t,'tu1] fl a9}9t Iil[n

4
agent) 'UUotil

t: u14

n: v11: x.i fltr 1: [u qfl: u: o.]

32 flluirn:rvri'uosI:.:.:ruflrun^n (certifipate of analysis) ff.:ld'i'lnr::-u:o.lura:

nrlJelrurflrdrrfnr:rrnnd dsFr:.: n-udrrfi ilrilril:u no! nr:fi or:nrr rrnu/?rio

nt: d{ry0 T1flJ

fi]n til [nn
tJ0'I11fl)

I

lJ J?1{.r'llU',

n Guu n : : il n r : 9r : ro ap url ila-n g€uv tol{ I v dil. at g u. t o.t

u o vr9oruu.:d fif vr;n rlo nxn il! i il:srlun::
.9d4
( il:0ill\l.rE 1,113!a )

....15,...,/...n.u,.,.,,../.,.43,.,....



t. dou

2. n6ud

Ft?'tl.ttr:{ ?11

tatytriaF| tL6

a. nrualf6
j

substance

0114'15 Ltnuu
vou6|

rflatF]'r:1J Ll

2561 (a{U
volonlulq a

lurirru

nruffnuruvro
I

tt Atorvastatin 40 mg Tablet
vav{ |

lJUglvt? [u
t444'

2.1 :1JttlJlJ tUUUllUFrtnA0U'

2.2 aturJzanou "[u t rfior rJ:vn

2.3 fl1rluv1l::a u::oluuzu.r iqq

vd
2.4 aa:|n - 1JulJ::nn['uvr:v

--i^{ ?ufta9r ?u14u001u tnlyzuan ttt
1

- uuuzululor.irrri
qv I u

tF| LLAvlU14UOo',lU L?OU',l{lJnlAU
q

dAA
ItJUFrvtl{[ilnun

ru a n1: n :'r ai rn:r vdn runr
"rce snecrfication fidrl6lorr'rt

UA
Inuu't n:uvr:?{410'l:fuqt il{t.l
u6| o u f,rir'Lnrir5ruul gr1liltvn1fl n:u

a rr.J :v n r olu:rt fi a a'tq!! nur

lq aquu

l.t drrdror"r:rul USP 39

3.t.1 riorirr,ruat'ran'frdt
uov'rma'teirilr USP39 (non-official

1vljONEJ1 Atorv;astatin tab

r{rpriuYur.l:vuru

mg

J-
ilalJ4anu

rm drul:r
)

a?u!tun€

cnAa
dto

vtuuun0a'
dd
ytLytulJtvl'l

tJ11 .A.251
vl

v910{ il 1u t

atlon L

in 40m

irn'ryrra

n?1il1t:

AU UTU

,n::lJn'r

il1n:01'

r 6U?1Oi

'1UilnU

1nfl

JUPt JUt4t'JU I arorv,aSratn carcrur

J.
.l 'tlour tuFlto.i F'olymorphic f
It

4 c v 11 y I U
u tntilv LUUuF|r:! u'r L?0u'l{fl Fl !'

vAaai v
r u no{xul.l lJ0 u'r14;o1joil1{ n1:n

ItlJUtl{91',]il l-rnt:;neo proor

- - Aet vv a v dt u
rnalj 1:lJvr LlJ0'.l.i0{Ft0.i t!uau'

Jo-
1:?.id''161:fuat L:o{ :v!m'l:1

-i-tr fufr 12 q:rnlrarui 2562) ru

oiil Finished prroduct speci

DUN?U

,avt1.J'

ltion

{'lunfl
6l'
)1141.rfl:

i{?uvl

ry|!1Fr'

rndrtl

I
vca6

t0nanuil'lln:1u14
4l
tJzu6ilOA0Uzu'

od
a1t:a?!

yo

JFnlJfl0nlU il 0.rarlnt 6t/l

2 1_J5r.r16UF]? U',rfi'l 95.0 - 105.0 /o tottjiur ll loln

3
OU

n?'uJail1 tfi lJ 01J 0{n? u'l flzunvroaour'i'

r{rr5o;rl

vo
LJFr',']lJt0n1u k tian'.lI 6yl

4 n1:avalu
vY'l
n0{ava'tu Lx.l1

:UUUUQA]N

u'tlil

oufl?'t 800/o

a{ atorvast

(

a

)) tott
n nlu'

tlJlilvl

) 15

5 ' 
i A 4d

al:!utlJouou11:u
dl

l.rr.ravl9fia!il'
od
fl1t:45!

yo
uFr'1il10n1u lJ tilar|ut 6ll

40mg

l.i

Drug

Hn15

t01u

)1nil

lnu?



qnp.ifi.

3. 1.2 rjo ritauofr'rur;{rdrg

ation)

tatin calr:ium n1xJil1rt 1U USP3 rug bstance

1

vfa{

!o fla nu6u? lFr:1u14

- Atorvastatin

- Calcium

4r
il24ilnfi0!9,r'l

ilrinilaaouzu'l

yo
JFnl.rt0nlu

yo

JFlrilru0nlu

l{

l{

m1u1ff

9t?u']fi

i6u

lru

2 T\14 gru (Polymorphic

unaortavnv)

orm) (pr: dl

ilzuailqa0!zu
vo

Jn1l.r1l0nlv il F|lu1a ,]ru

3 u:r.r1tu9t? u'1ff'l 98.0 - 102.09

free basis

glyco[-free, a

labe[ed as a

r (anhydrot

L anhydrou

rd solvent-

)ropytene I

rnat ca

>ropytr

e basir

:ot so

yent-

ttg

if
rate)

A r.J3:rrrutot Propylene g|.'

tiuuanrn'jt propylene r

dd

:ot (nltuyl:vU

.yco|. !ol'vate)

5.4 - 7.3o/o

5
r 4r a <t

fi1:UUrlJ0U0UvrTU
,4a4!4( ra0n 'toilnaOlvl 1 v:0

V AdU d

nrr6a-ltn:ruultau Po

u1 )

- Atorvastatin related cr

- Atorvastatin related ct

- Atorvastatin re[ated cr

- Atorvastatin related cr
ai q'

- a1:raolJdnlu Ll.lll:'lut
J

- t{a:?}JA1:tA0}.iff Alb
a q v6a:

ra0nLtlDt

atorvastatin lactone, at

epoxy tetrahydrofuran

atorvastatin acetonide
. q*a3

compounds $avLt?fiufl

amorphous form

- Atorvastatin diamino

- Atorvastatin related c

- Atorvastatin related c

- Atorvastatin related c

V'llJ

- Atorvastatin 3-deoxyl'

acid

- Atorvastatin re[ated c

- Atorvastatin epoxy te

anatog

iBvrnraqufi z

lmorpfl to{zu{

't'roound A

mnnr rrirr{ R

mpound c

-^^,,,^^ nil rPvur ru u

4AUtU

un:fli n:?av'tlJ

nvastafin

^^t ^^ ^^..JI rd(v5, or r\r
llo , -^l++^!J rJ rErlLc\r

fu rljl]l

mpound A

mnar rhd R| | rPvuf ru u
v

mpound L, n1

rnf-?-cnnir--Y. - '1' '-'-

)mpound H

'ahydr furan

trhrnn'ir o.

trirrnnr'r o.

trilrnn'ir o,

tilrrnn'ir o.

trilrnn'ir o.

trilrnn'ir t.

h^irrnn'ir o.

lilrrnndr o.

triurnn'ir o.

bilrnn'ir o.

tri:nnn'ir o.

hiltnnr'r o.

trilrnnr'r o.

)/o

,/o

,/o

)/o

)/o

)/o

5o/o

o/o

o/o

o/o

0o/o

5o/o

5o/o



Atorvastatin ethyl ester

A1-nrrr:cf:tin ral:far'l rnmnnr rnd l-)fltut vo)LdLil | tEtoLEU L\Jr I rP\Jur tu L-l

A+nr',raf rfin .^1.+^^ -^m^^, '^.1 |flLUIVd)r.dLil l IE\OLqll L\JI llP\JLlllu I

.i ltr
ar5 ta0l.Jaaluvl 11.11,15'lu ttna vljufi

ai
r..J n :?1.1 a r 5 ra 0l.l aa r u

trirrnn'ir o.t

tilrLrnn'ir o. t

trirrnn'ir o. t

trilrnn'ir o.t

hilrnnr'r t.c

jo/o

io/o

jo/o

Yo

)k

6 Fnrnl-iamorie nr rritrr.||g||lYv||l,i'

Atorvastatin related compound E h^irrnn'ir 0.1 Yo

7 lauvrafin (General Chapter <23I>

Heavy Metals)

1l
$J!lnn?r zu ppm

B oirlira varafi rxdt.: (Genera I Cha pter

<467 > Residual Solvents)

frzunynaor-lr.j'
vo

uFlllrt0nlv ,t(rn-rrrr{

9 rjilrrurir
- Trihydrate form

- Amorphous or semr crystalline form

- Propylene glycol solvate form

3.5 - 5.50/o

tri:rrnn'ir o

trirrnn'ir t.l
)o/o

r/o

10 aarfl
a! dl

n:ilvtu'illu i

-",,.+^l li^^ fLry)Lo\urrs I

solvate forn

- tfrntor for
d6l vaA

- n:tuL?J?onl
!4
11 U0nLUUOA

u 4Y
vt9tfl0uuuL?1

dt,
vrftd0u tuul

qv
- Ly:uliluftL

antioxidant '

morpnous

)rm uBo p

QUFr0{}.lnl:
I v r'11

n LUAII"J!t'

iiloa0!vla

n'tfiilnaor
uflaln lLau

uol.li!
ivlEillru%i

luQaln

rc

o

U

yt

t€

\{

rm 9156

1\/t ano

1l

taal

luutlJ 1

qv
1 lcrqqr bvtdu

\bU IJ dU

{'t:fi{ni

seml

ryco(

0u1,]:u

t't:

aa

II vddu
L::Qn [UVl t|A U n1:Ln!: n19l

- | rrh\/dr-aTA Ta\fl.n

Propylene glycol solvate form

4u6f
rnu:nulLun

fiflr?vn'r:tn:

FI{LJ:
6

dn1?sn1:[n
d6l

- tfllj !1-J tn"ij'
v

Lraun?r].rfiu

- rnuvqfuu{
a4

otul4fll] 14:0
cl qv

- rn!n1u Lgl

v t A.
!::autuc4vl:

d
dn''l'lsn1:tfl

-tnu:nuln1

atmospner(
aY

00n'tJtaunlt

A
t%uslJflauvl
- Aa' u:nuriltuut

J:
-.t ^

tu!::avr{Jni
4d61

4:0tn! Lun^
av a !
}.t140{ 14:0vl
i -^4ofuynlJ z-i

rifrnoan >tt

Ft'tnfl00ncjt

J1fl191 :

flfrr::arnr
6l tl !

L14tA sttlca

t(

Ji

1l

U"

V

rl

l€

ritroge

Ir ttav t

0.i

t{vtiFl

I,J

ni I

)afl



HJ4. 0u lruou dl

rrva'r26n
6ls<9dou

4. l . 1 tu al n l:tuvrv !1J uual:u u't
_^61 od44Vdvy
4.'1.2 LUnrl0tUVr v LlJ UUlJO.t Ulil IAUO ilt:OlJ: 1 UA V tO UO14?1J

!+4,-..
Fnufr illyv t! au (Fin ished prod uct specification) rrnv{oriryuo n6un't

ddd rd t e4 4 | | rd
s pecifi ca tio n ) n : nrfr u n r : r! a u u rr! a { rrn'Lr y5 o o u : v ur t{ rl a* uu rrl a { rt

V4 v I o A do d
t0rtrr["1:.Jr1\:u].r tJ0riruLFrrian a?itt5o?l (Finished product specifi

( Dru g s u bsta nce s pecification) Tn ut o urrit'u riauiurJ:vnr rtl:v nt or:rnr

l:v nrnr-J :v nxn:rnl A rF nil:0fi nd

4.2 Lana:'lir.l : o .lrr r n : or uT: w r u zu fr n ri'r rizu 6 n in n ifr I rra v rizu 6 n u4!l!
YaYArU

4.2. I il U A n n 0 { }.J [A n A 1 : :1_J : 0 { ].J't 9r : fi 1 U n'l : t{ 6r rl u I 0r',tlt ya
U4

Pl C/S ( P ha rma ceutica |' I nspection Co-operation Scheme) In urarjr
4dvdaAl d4

sr s ae il a n 2 1 s si r s6r.cs r. n ; il u n l : ti a n u l n l l.ll4a n ln il% tta v? tia r :iln lun l:
! o 3s 4 v

0rvr : uav ur n:v?1:t.tfl I6'r:6ud1j cj.r fl I14untu Lo uiln?lxJaunna o{ lravil1
^ ^.^,^61 d u

nr:tia n uI PI L/5 luvtJ? Ft u']il tauot1u a!!alanFt11]:Or-t fl I5n:?aa0!
dad

!5u n?n51nr0 ta nil50u na

A ? lan aa<6r - A
-f J bu,,b,, d,,illanlJtuuu0.iull4tauo

4.3. r ti a n r : n :? a? rn :'t u lin flJ n r il zu 6 rr firu,?4 a ^ r{r u{ o : r.J r o r rircv!

qrar fin.charl .,r.,.1,,. '" I d | 6t v
t) tuu r:L114{ tu1.Jfil? 0 ul{

4.3,2 uant:Fr :xae La:1vtin runrilisr n fr rror dir arrirdru (C
91

, d6l 1r) !, 4 u I y a e a u
su osta nce ) vl tlj t!n r:ilan ur:uv]fl { tljuFr?0u1{ t0{tJ t,tall u'lttau ilt{an?r!!

4 .3 .3 n aan ui o vr a-n o r u d u riu er r rlr d'l rnTu ii : :v v'i r r i u n r : r.r i
4q

(drug substance) to a3.2 ilu1uar:zuAato{ruAn ,?iurr{ru5ogrJ (finish

A 2 A 
^a<raAqpr^ia< 

a d Y _
a.J,T | | | dbbbrn\^brr " itrl:?Q?lPl:lyyfl[Unll'! y]i10{tiAflUlttn

I

n-?tn? (scientific number) ant{urXriio PhysicaI appearance lpru Da

va I i d a t r o n n r il ].r r Fl :E'r u rn #t sir :-r 1#: r a r r u :r.l rrl I n-r ra t uia ok LoQ (

i tn:rvr.i{nvrrj3lr ru i m pu rities (d ruq substa nces) ttav etrrLAoilaalu (

a V a d 4 v 4 S 61 Yo
ilAI:tuIlJ0uAnfiQUtlAUUU1.Jn[unr1"1 11ttflO.it,]AtqUL"iJFl'1?'l c:onlorms , cu!9-

4. 3. 5 ar a n r :fi nur nr rtt n{ Fr-? i u u v u 1? n a o fl d? { o r ur o { u'r

n ru u n : T 1.r n r : 0 I v I : tta u u I fl : v 1,1 :? { fi 't D't : [u fi ?

4.4 n-rodxrr

4. 4. r rira u o : r er r rlo r dr n-r o d r.i u 1 o ri'r { #o u t. r.r ilr u u : : q Ji!i
v v v A o q v v -o o) u ,y v
tFrFt:lJ fl?Un rilv nluua Luy?tJ0Ft[ua:]uF]v? LtJ,iJ'r{Fru

I

4.5 nr:r-J:v fiunrunrvr urfi rir:ror
d I v 4 qe4v4 tv | ^ d !

4.5. 1 U',11,1fl{}.r01JFr0{il0rq tfl In t}]1t0un1] z I uuarn'tufl
dr Vt9rtlv

+. 5 . I U)'ntt { ? Fl 11 fl i 1.1 0 1J Q U Fl 0 { ff { A I l1-J'l n I U tL : l.J : 0 { ti n n r : Fl
q

aaal 6saud! dbt td tu

fltiluravr{

nl:o?1JFll.t
I

arinq6u (

lJ tV!:.rtFrtJ o

tion) ttav
Ad

nv:ouna

rrSo:rJ

vtltnv?0n

PIClS

nur?0't

uiln!114n

Lltia n1::'

n (Certific

iticate to
flrd\i I

0{? Ft6tfl

product)
Y4UA
zut.tnn't916t!t

elements

imit 1o{

inished pr

roq nr\t

vt1_JUU L?

.it1_iun?

t-"^\\o I E,/

runlv\lJ0 an'l[u6?/]

SU dIILC

{ior*uu 0nfil:t-ll:

:qr r0n ?F]'IFIU

uqrvtriu ZUTU?U

tr1ntun a9rul

lpating uthorities

n$rufr

{ n{? n1fl

tltr.Ia.l -t.,-;-d(y>r>

frna Lysi

il\r +.s.t

d dNt l td

n1:vro Lu

tO{ drug

n) "lunr:

diorrua ua:!tru1l
a n r rirorl or

tificat

qrcts) J:tJ

,-l^+^^+ , N/A

!filun.:

vlrutlflfr uavLou9l

lEuvtff



4. 5. 3 n : nifi n il r a :r t n r : rir n r : ri I pr-r o ai x u r vi ri lrl o I rfi o ril
o u 4 y u I I V ,9 ,. v

:ltnr:au'!1't1r1]{a0:0{uOFt?0 uI{uI Lftuzu tau0:1n1 (zu?lu ) auFt0{a{urt!u
6 dL Va 

^ 
| 6l Y I d 4 v q a d

fi t n :? a ? t ft ; l v il tta 
""j 

Lu u t ] i u il Ft lJ 0 l.J Fn LlJ Q l u ll t n u ? 1 0 { lu n l : fir :'t o ? tfr :'t u 1,l

F r x.r o ru dn uru v ta il r v y rir u : r r n r :r o a r r u ? ydtu ;r ri o r t u'r n r : ra u o : 1 a
,4v^6lurt1

t|'a Eillr : €] t.l u a n tL n :.i Ft 0 t1_.1v
ddl 61 v I V

4. ). rl n:tUlil tT{V! UrLrnll:'lU tUtl'l UyA i?'l t lll U ttflO{UA n
U

v d o d a q ()v a v 6

UllJtfll ( blacK Irst ,) zuAnfl[U%lJ0{l_i:19V1 ltasQUV'lAl:ilrtX.JLlJtiAF]fl[UVl?
av4!-r6)

[tA v Q :, v ^ I I : ttA { [1 U 1] l: 0{ n { n n l'l tullU? U i lLFl r{ I il : r U

4.5.5 {uau o :r n r ((t r u ) o v r1o r :-r r! fi a u a r uii o u rln dyr n o

r.i :s nr:"lo 1 riou rirr,ruerler utrifi rX outr
4.6 uonar:6u 1

4.6.r n:nitril'riar riuutl! (orisina I d rues) qt, 6'orfi to nar:zu

( Bioequiva [ence) tor arfi uaro:rnr u-JBur ufi ur rir ar fru ulr:r lpr uiBnr:fi
Aaraq 4 d u o v

ttl]?v r{! t1_ n tLnr: fl n19'rlJ1dLila?0{ u1drxJflJll0{alu n.i11-JFt[uv n::]Jnl:4U
\ u d6 , u d _,,61 y 

^v^
tpr r. r. r R r :r ru lr u5 :. vi r a r : n nur n ouiuu 1 il n : r n:r 25 6 1 

"Lvrr- 

X I n n r 1.r! : u

t[asiur rSor ASEAN Guidel.ine for the Conduct'iio.t Bioavailabil.itv a
dddrdaadiud-d

aLoflr5flfl19l1j?lJ:vfrliTDtJnttAU"iJ?frilln10{t{AFlfltU%U'l n.i1UlT 6 tjUrFl}]
!!

a,6.2 n:fih"ikiurfr'uuru! (oriqinal druqs) arr6'oq;tt.a'lt^

( B r oc c.r r r i va r e n ce ) ?, o { L rfr tauo : r o r ul3 a I rfr a u rir, u r plu utr.l I In ui6 n r : fi
qa,ao d d

ttu':1,1'r{1i'l li n tunl: fl nutl't a}]}.ta10{ u tal1.] tu?o{a1u n{tLPltuu n::}Jn1:4!

I v o d u u d -,,4t94 | a

tfl t f-lA'lX.J{lJ1,1 t5tl1,Tl lll: fl nUlUA{?Uvl 1 }] n:l Fl3.l 256 1 LUU AnI}.Jl-Jiv fl r fl fl

uru6ol ASEAN Guideline for the Conduct tlot Bioeouiva[ence Studi

4. 6. 3 n : nihJtti u r rlu ur r (o ri g i n a l) l#ua px r,r n'nfi r u n r : A n u

a r : fr n ur fr r a ! | n ( B i o e q u r va l.e n ce ) rrJi a I ifr a I ril a r plu unr I uta a { fi { n? ] il
q/ d v u d ra vaq 14 4 4

v r d 0 {'J { a 0 0 n e 0 { a r }] y n n tn il% tLa u ttu?ilr'i ! n L n tLFr }.1 0 n r : fl 1.l urtl !
4!

urFnxrLlFr:iruriryunto.ir-ro.rFr?lJFurar rirrinrruntuun:::Jnl:o'r1rr:tta

rl q r:6ur fi r :rJ ttr.;r nr:fi nur Replicated desi gn (two-forrn u lations, fo

c ro s s ove r d e s i g n ) l.r'r Fr :6 1 u fl 1 : rTo u6 o n o r a r a :Tn : ry'r-h 
u tl\ {'t ll't u tLa v tt\ Fl 14

hirurnerrrru:{ura{aa (highest marketed strength ao :iafrnYtr)hnr

d Y 14
rtavunatqaunranitoru'rLrtrnrudr Sutrtaun:l (non-tinear phar

vv
'! tFt : 1 u 14 14'.1 1J :il 1 [Ulil { A r : n.i fit U ttfi U A l : 0 0 n fl y] lLn v Fl 0 { lJ : rv !}.1 1.J il 4 LLu fl n u

sarnplc'eanal.ysis (|SR) nulrn:orunr:finurfiraualr6'ru

4. 6, 4 n : nitutd a r 6'u u1r 1r u rfi rauo 6'o rfi Eior-i rt'il rio ri'r rld
\ vv a u d I u Y
tFl:1J01lflllflalfl'61rLfl{llJFl[Uvfl::].llll:01141:ttAUUr [ilU1Jt1,1ln!UrnUtttiqu

4V vQ
t0 n a r :v ta :! : 0{ a r n fi r ! n { luFr tu u n : T}] nl : 0 r1/'l : lln v u I ir Tvvl :?.1 fl 1 D]:
qv a v
tlj u r 0'n 3.l 1l : v n r Fl t 0 { a l u n { l u n tu v n : :xt n l : 0 1 14't : LLa v u l n : u vt : ? { al D't : fr?o ul{Ft:lJ u"Luuo

Ad

?a? tn:1v14

tnil0 nnllJ
I

I U',tUvU

itUJl^rr\ n:

ulo{fl4'rtt { h [a!0

9 t9 illna

vt!^lu?ru

:19119nl.tVt {v!ulu'}

irSatl ra

nr:A'ilur
v A4'lFl0.1tlJU t

t1 ta

114',]:t|AUU',t

Bioequival

552

rce St

5:X.lnl:

ufl{lufl

n1:flnu't t1 ta

v44
rn0{[uu t caal rl,8Ff)

l14l: tLa u u't

un{luFttuv
^, -.j

a q{s r{7 '! <bt\ d k rt rv

v
Frruntutll

4 v t9
'l tfrttfllJ

rd
vlltvtul.tnu li tJanl:

<PraI au fi:J].ta10

rr.J:vsirl nl6tyru

r-nprinr1< t -se

.i Qllt?1-J5?

nur fiOFl €r{ Ft:{

i,
nqilD tljur u1n!Fl'l

okinetic) Q:' n 0{ }11

uiivt0ufi1''l:0l.lttu1j;

61 V
lFtnl: tu 0l,t?:tu?.

ruanrlflu tl1Sf1ln

{tr llFurn'

()

5l?Jnr:
'c3, \,
ItlJU nJ

ar ( rlu)

laQv?u

rvuailn't:

15t Aat I a9Ataa e I

tu%ttnu

lDr:fufifl

:01v1:

ies lLav

flJ%llnu

lD1:fual

@1A n19l 2560

r9'r?J0{ur

anntu,/l

l?n0

1nn.)1 0 :lu nr:

'tprvt

lAlFrtu

ncurred

q. .l
1]fll: tlj vt

9l11rSa

0n?1Ll tFr0ufn:

:nlfl! ur



d A U AA

4.6.5 il ro nar: rrfi n{ n'}:i q'uilxndfr n lull rtjn rrfr o fr prnrtrzua
d o v 4 y I u 6) yr, o

vr u tu u u Fn : 1-J U r r1/\ 0 : ? u : ? il ? 0 l n n ? 1 il ! n 0 0 n u Lu 9i u't u 0't1J? uu'l n ttfl fl

iriu r1u rir-l'l u fr'olur r', r u r ri I 6'u ( 1 o fr a fr n ir ) uln v t ur n a I iil { q n ( 8 0 fi n fr

4.6 6 fi ro nar:riAorjnrru uvir rfr erxlfruurIzua nr:Ynrcr (Ther
U

"l#zu 
a n x n fr fr n 6 o fi rl : v fr u B zu a n r u il a q n n-a u,r fi o u nlu rfi ol,ri:h rvr {'r-i r u

6lu J '1 6l o v
t?Jttavr{01.J L? :ulJ [ut0nal:f]rn!u']

I

4.7 . 1. n : nj zu a n r : ei I n :r oi rn : r r r,{u I fi To u n :li yr rt r n r a m in r
rl.6qs.e t lc.D/ltrC 1-7i^- 

a fl | 4' q 
' v o

4
davd^ja44ys

4. ( . 2 nT€U'iantr il?] U1fl UftUQn t:U n tn! n!a] nvto{FlnlFt LFlu
qr u4

u'r t1.rlj?{ r?n rlo{fi [u6u1a vfl 0Qyt'tu

47.3 n:fivrrrlryurqrunrilarnr,JAn viurfiiioroei{zuaFiol
', 

jqvv I q q ' - a & o'
lJ ? U 1i tfr : u u r !% l,J lJ ru 14 1 Ft ? I l.J L! n { Ft ? u I u] 9l lJU tU il LLn n

+.2,+ n:fizu6mniru'fiurrfrnfinnn-oroonorn ilurI:sv!ur

n ilu n::rl nr:or14'r: trn vur "Lu:v uv trar t tl riouiu|:s nrrtl:v nrn:rnr 6

n il v n : :1l n 1 : rr d'r n : : il rua v n r : rjr l-pr : n. ri r a a : : yl fr rBr.J : v al ri (

v!.0.

1\.0.14rU{

v!.v].

t'uJlao rio

fl1iln{1

( ofrtrn

rJ:voru

:tdurlu:v
nl:nfi0t't

rrfir Fn

a{olfl
qd 61 v

u')fit-il: Lvu

1\ytu 14:

o"lurj:vnr

1Un{luFl

v dgn=P ta I aubt ttuAbtbbbl

al,l'a \

d ddt I td

rc)

/ otl .on, -\ qbdrrd

(uaunnilr ?r?!:urfi

fl: 1S


