
da
:1 g a v [ 0 g 9l q il A n frfU slAY'l 1s

u1 Seretide accuhater dollodo mcg

r o {tTt{ v'r u 1 u 1 a fi1 ur,r { ry'r ?,: d : s drfl tud :vu r fu bdbd

o. n?udo{n1T Ftuticasone bdo mcgy'o dose + Satmeterol do mcg/o dose inhatation

u. innu:sa{ri

powder,bo dose inhatation siruril e'/,ooo neiol (GPU : bc(oodd)

6tv , ! v vr s d < & X -biq nn i u rfi o in rsr r1'r-l r uI: n r o ! fi n T: n u a o n a r Q Fr n=u uT o :-.r

ltluutniuanndrvrnJrn

so&u.
en. QOJdilU9lVl?[U

en.to druil:vnor il:vnoupi'rurTrut Satmeterol xinafoate filaurariu Satmeterol do rflcQ

unv Ftt-rticasone propionate todo mcg rionr:viu o n:v.l qiruru bo dose

n{u1u5:0]u foil. bl.ister strip dru':u bo dose fiw::1lurndolfiod
6lv
ttt4on'tu (Accuhater)

J,tvou-X
en.d efilfl - :vqfloul riruil:vnorrTrurr{rrTry[avn?1iltt:l iuzua-n iufruorq

ltodovrv|vva
tatrzua a tLav ta?Jvrv tu uunl:u u1 !?ou1{qJo tauuuu::nnilvl

tYYA4dYl
- uufllqjuvuS:aul0u1{uoun0{:v111J0u114:014il1{nl:Fl1 ff?uu:vnou

i--X\vu
Lnv?Julfl n?'tt J IL:{IJO{ U1 LnWl t{A n ? UAUO1 tl L? ?J ALSU

d. nfud&rffiill{irilnfin
I

r,rnn1:n:?airnr:Tvr,i'qrun1ilr{Ju1ilnrlt Finished product specification LLav Drug substance
.. d ot 

", 
o v v6l v Aqyy--+ v o v e €r 91 4-ly--

specification n:njUlQn:v! LutndtFllSuaU! LflflUU14u{ [v01{o{01n[nA{n1:Ua!![nu?nu q{ LFloFl

d I o v & N e1 -e Y- Aq"lY--?-Y--ylvtuuuFtodlun{1unruvn5:iln1:01y1:ttavul n:vyr:?{4101:fuq?J vr.:uLnatr|l:uvl Ltol{0{rlo{

r{Juau-lfirfiuluvirr,tio'lurin'jrrrn:f,'rurnfi'q,gi'riulqefriuvfir rtuil:vn1flfl:vrl:?{4151:ruat LTo{

:vugi'r:lu'r t\.Ft. bdbo adud u ffu:rnru il.fl. bdoo (artu:Tclfit{'rl1Llnu1 fufi ob q:rnrt'ui5 bdbb)
C d! ^ d I d o v o a 6 - ---&rrav Luniilvinl:?tFl:'tv14ttflnn1{alnytn''l14uono{ttuuAltultonal:n15?tFr:1v14nfun1ilu''151ufl1:uu

o 1 n m d'fl r.i'r Yr a rir fi dr r 6 r :r r 6'r u

d.o Finished product specification : Seretide Accuhater (Ftuticasone propionate and

satmeterol as xinafoate inhatation powder

(a.:do)...-.----=-'/t. :flo ------tJ:vorun::rnr:
(ur.:ar':irurlinrj 4uTt)

\tndtrn:drurrgnr:'.(,.^
(ardo) ..-rr-.,- .,.1.1-.-... .---.n::lrnr: ta.r$'01... -..!:f N.l.-- -il-l\'--$.*ttrn',t

(uranlgloi niln3) (urerf$:il.tti rJrurfi'r)

miitn:drurrynr: ma-tn:rirurrgnr:

en.o :tJttt..tu

v
tJo Test items

Specifications

BP USP

d.o.o ldentification Fr:?oil1un1rfi :vuJu Finished

product specification

n:?a r.irun1ilfi :vuJu Finished

product specification

b/d.o.te rJilrrud'ruT ...



-b-

I
1J0 Test items

Specifications

BP USP

d.o.b rj3:rrcuoTrure{rd'iy

- Satmeterol

- F(uticasone Propionate

c(b.d - o,ocl.&/o

(<u.tEa - den.e'/d mcg/bl.ister)

c(d - ooe'/.d%

(bcnd - tobc( mcg/ bl.ister)

c(o - oooo/o

(<a - aa mcg/ bl.isted

c(o - oooTo

(teua - be'lc mcg/btister)

d.o.6n Content uniformity
rd6l

rt:?ahilunlrfl :vu Lu Finished

product specification

n:?a il'rufii'rrfi :vr;lu Finished

product specification

d.lo Drug substance with drug substance specification

14Xi1U[1491t

d.

Drug substance specification: CompLied with drug substance specification

: o. n:fi fi 0 oilv tfi uuu6'r nT rtiu (waive) n1:n:?aaoui tn:rvvinr:tn t#duronff 1:
u v | 1\1 Yv 6Y

ua nf,1uo{ na1?u la:! 0utJFlFt?u4t
. v v ,, qv d a a artg
b. 14?fl0 Content unitormity [14LLu1Jt0nfil:t[An{:lUavL0UFltianl5Fl:?a?tFl:1v14 141n:Jtfl

$dr:1 u nv rdunfi rflu m-': uartflutr CoA

en. Drug substance specification fiot:cu'torntuitn:rvr,ital{2fin Drug substance

y6olr:irnr:rvd Drug substance ror{'zu6nurrirr5o:rJ afitnau-uvfil 6rfinr:n:?odoui[n:1vd
vy

n:uilnv?10

rrufi:vuJuFinished product specification LLav Drug substance specification

drrd
d. r{aultoufl

e.o dturnlv,r6ilrl[ondr:nT :tdiuoqrylerrsuvrvru'uueflriusrtfiodrildrsturJ:stvtfltmu uav

airuort (dectare) uilei.rat6sr

d. o. o tu eir rYry nr :duvrv rfi uu mh iu ur (u u. b vt u.sn vl u.d rrd"l rrsin:rfi )

- lun:nifi rfl u urfi ru6 nlul:v rvnlvu (rarr u fi.: vr u.b)

- tun:nifi ufl u uT rir r,dr rfi anl:$il{u::o (rnrr ufir vr u.en)

- tun:cfi fi u{Ju urdr rtror nsitU:v rvr s (vnr u fir il u.d)

-\t
(a.rdo) ...---i. l:-' [.L .---.--rJ:corun::!nr:

(u1.:arrisuufi nri qrTt)
.'\mdtn:tlurrgnr:(/

ta.rdo)-----,---r--: :]l:- ---.n::!nr: tardol.---OT-fts.! \)1.$ -l"tJ. nl:ilnl:
(uronigloi nflvrd) (uruit:vwd rJrurfi.r)

mdrn:rirurrgnr: mdtn:tlurrgnr:

enld.o.b tlri,qro...



-6n-
-6lo&d,4yAvvd.o.b LUO'lljOtUvlv[lJUUU1 YlU.o/u.o fl0.1U1ilt4U0:101 V'{:0:J:1UAvt0Ufi14?10nl:n?Unil

a v . Ag I t^ - , v o

q6unlilto.rzudnnfui r|lilvrouyuttt=uu (finished product specification) uavnorlruunqrun''1l\fl0{

inrqn-u (drug substance speciflcation) n:fifioqj:vu'jl{nliuJduuurJarufflclrlfiilrfi:J 0vd'o{uuu
o | ,4 V ^ . , _. , 4 ^tonal:dlru1nlilri1un1:?JoLLrTLfl (u.e) rrvrSotr finished product specification ttavlu5o Drug

substance specification lnurouffttriouiurJ:vn1fllrun?n:1n16t6nvr:ou'nri rravtilrfiu to fl

ru iurj :v nr nl:vnrn:r nrT o r"6nvr:ofi nri
VA

d.b ron d1::u:o{il1erTg1un1Tr.ranu'l

d.b.o n:riurfinrdnluil:suvntvru rirufrn6'orfiriturnrnri'rur,trirf,oYr:olltrm:f,1un'l:zucialJ4
v 6 ^d iao a -- 4 d 6t

ulnllJua'nrncuvruavT6nr:frfflunr:zufrnur GMp-PlC/S r,t€olfiuurvi'r ro{nivvr:?{ff'r01:ilqt 'lururorur

! - | s d u a a I l ad a d

frlauorru ariuriT 4nr n1il:oufl'r:a:?a?{o!lnul=zuanr::n:orfrriutJ:vn1fiil:vn?n:rrrroufrnv:ofrna
<i c, o v | | v a v 4 9 | v 4 u

d.le.b nSruiltlJUU'lU'lt11A'.lnfl1{!:vLvlFl tJtJAAFlO{ilA1tU1tl11\fl1U14U{40:U:0.1il1n561U
a u d adid6l a

nl:tJdrrulaliluahLnruvruavl6frd"Lunl:tiartul GMP-PIC/S (Pharmaceutical Inspection Co-operation

Scheme)Ipruvrjru'r'ru PIC/S participating authorities flfldlqnn1:Jiounl:n:?aao! Inufiara
V<U'rAdAa

n 1 : tu : 0 { 6t { ? ulj : v n 1 fl ! : v n ? n : 1 n 1 0 ta fl u : 0 u n ?{

J ,e , .v {
d.m. [0fl 6115Afun1il?A{g?vl[dUAtln'l (61''l[U'lnl?tln1g)n{U

q-

d.en.o t{an1in:?oirn:rvr.{qrunlv{zuAflnlrudrrorrl'ru6n (Certification of anatysis) tuurlufi
drtflusr-rodrr

d.en.b riafl1:fii:?c?tn:rvr,4'qruflln?-rrq6uta.:d'rureirdcg (Drug substance) filfflunr:nrAn
fdrd'u'{'v^''o-'a

u 1 :u vra { tu u fl ? o u'r { 11.i fl o { rJ ri a n u 1 [[a v ri zu a n? F| fl n u
1{gt

d.en.en rona''lru6oradnqrudufunlu#lrnTur5:vr,t'jr.:!unlirierrflo{irrqGutold'r ar;irn'ry

(Drug substance) rio a.r.tr nYuqunr:arfrn?o{r{AmJirud'ur;irr5o;rJ (flnished product) do a.*.t
d.en.d tun:rfiduyrvrfiuuulrllnn'j1 b fl ovsiorficiltu1nlild1uzuanl:frnur Lonq term

stabil.ity nufiduufiluil'luvrvrfiuuul].J1rrffo{ r"r"avlpiYrnr:a{u'r}JilJ:o{Lofld1:4rflfi'fidturotoluS6vr
"l og 4 v dr v de I d v

d.en.d 
"[un:nif,uytvt{JUuu1il'ruoun?''r u r-l ovrlo.rfialruurnrvrrirutJnnl:nnuln?liln{n?to.l

!d a a et d ,Yv Y edo av
u1nlil?irjutv\l}.Jtglu Luyrvtuuuu'rtJ'rttfiFl{ tLau Ln:un1:a{u'rlJ:l.J:o{tona1:a1n4ilo1u1a?J0{1J:1911

UI
d.d a?0u'l{lu1

v Y I u | | v I v 4 a dt v d ItJ
d.d.o ryIAUO:']Fl1 FlO{A{F|?0U'l{U10U1{u0U en 141J?UU::lnfuV| 6tJ{tUUFl?ttvlu:lUAvLOUatfl

n :u fii u m u fi rir v u pr"Luri,r do n ru a r uhfirtrj dt 6'u
I

I v dr Y r---u-.-s--{d.d n 1 :il :v ffu q run rn s 1fr d { sJ o u ( ua n uo n a l t n l : iu d :v nu) d.r il
d.d. o elr fi ?i.rrJ o u 010.r fi or qtd161ilrio Er n'j r o fl riu o r niuds lou
d.d.b utln{?nfi6i{r.tou ou6'0rdlciruurnrvrriru"luir::o{2afl1:rrmoitnr:rv#elrlufirillou

.- \T

(a.rdo) ..---.--\ ')' -,' !ta.- -.----rj:voruns:rnr:
(ur{alrisuufind qtTt)

I tnd'un:drurrgnrT - f r c
(a.rdo)--..: - I ....-..) - ...-..n::!nl: ta.r6ol.---l1ll9: ill: S.nu!n'r:

-*i,(u1u{u5?zu fl:tfl5)

ma'tn:rirurrgnr:

(urur"t:lwd rjrurfil)
m#tn:rirurrgnr:

a/d.a.m n:rfifiYilru...



-d-

4! r o I v r i t ! t a 6 |

d.d.en n5fUyl14U?U:1tn1:Y1n15Ailn?OU1{U1il4{}.JOULvIOff{Fl:?Q?Ln:1v14nfUn1V{ 14U?U:''l$n15
tl

o vd Y v I S V v t a d o zi I

Qv1]114U{ffo:0{tJ0Ft?0U1{ LflUzuLAU0:1nl0Vn0.iff{U',ttVI}t0nn1tJQ1U?Uvl14U1U:1{nl:A{n:?Ag
A d dt vv 

^ 
| 6tv I d ! v 6t a 6 d.J | { | dr q I

?Ln:lVl4LLAVLUUzu:lJtJO?JAUnlL?JOlUytnU?tO{[Unl:r|:?0?Ln:M4nfunlv! n:fuyll\U?1U1[tJtljUtunl:Js
- {q t- o u I Y

n[uaflu6uvtilTr''lv 14u?u:11n']:lJ0ff{?u6vr0LrJ:1J1\0't:fu1n1:tffu0:1n1u'lo{na1?fl0{ zutau0:1n'liU
,4ya.lU,L

ttav/y:0zutJafl LuFl:{Flo LUs
y v v rd d 6l v a ! o ! v

d.d.d 9.,lLduo:'t010vF|0{:u[!auuult]J0u1LnavilFro'tu 14:0t]J0Lnnnl:!40il6n1v'lFl?u
U

r Q I o I { rdd 14

lj:vnl: L9t 
dt nounlyuFl Lo u LillJ t{ou LlJ

y a qv a q I o a .U 
o

d.b {Kuorln'r6uuorJlrflanrf, n#ryry1rioun:uriruun(uao{ tondl:Auaou)ft fi
d ! a d is a - . I 4- t/- 15. va--,--!lg

d.b.o n:[UtiAnl:qilA:?0?LFl:1U14U1U tnUn:il?vlU1FI1fln:n15Ul\vlU14:0140{UflUnn1:vltFl

l.t1fit:5'tu lso/lEc oe./obd r{nn1:n:?oirn:lvdhir{lu'LtJnrurn:-o.TurToriTaurrlul:vnrnil:vnlor:rnr

d.b.te n:rfiru6md'ruE{utrfrnusnnriunrfiuduornfr'ornlrorlnuriT rin{1un6uvn::ltfl't:o'n41:
qr-&.,

[!av u''r [utJ?{ L?alr o{dfufu''r avcJoavtl u

d.b.en n:rfivluflryy1q6un1ilornzufimfirus{fioroovdrruariorJ:vfrvBzuauavnrrltilaoon-urio
v\ A\v-
ilu?uvtLa:!u1t 

, o du,- a a v tAa I va a d d
d.cr uil?u:1sn1Tro6r{ruflvrBhiSufror:rurardnn'oJeivr=ilil:virr^qnGunrffudu Iqsdrfn{ru

n6uenrr3Jn1ro1141:[asu1 tuTsrjsl?d1 0 fl riouiurjrvnldd:vn?nr1a1ar6nilrofind

d.d ar6nficuE{iirirutaua.uler oveio{hiavrfiqil3ooqjlu:vra'ir{n1:ef1rfiunr:qnritfiuno'U

fi urrYu n'r:a vrfi ouvrriry{fi uvir n gr,rursuiotilBtor t'lu3vr3rin:qnna6u
d

d.G( [0nd1:OU6l

d.c(.or ronal:ilSonrylrirufiuanlfirua-nunruq{?6nr:fi6'[unr:rfilYnrgrur (Good storage

practice for pharmaceuticats, GSP) nu WHO Guidetine boosn

d.G(.b ronal:y€onrnritufruranlfiltaa'nunruq{i6nr:fi6'lunr:o-rrd'rvilrum#{nlruc{ (Good

distribution practice for pharmaceuticat products, GDP) m,trt WHO Guidetine boob

d.c(. en Lonal:ilSonrnrit ufi uant fil:vuu Reca [[ system t o.l 4'dtailr a

,(*tHH6tH( ttt6.t(rttt)atttF e*r(t(ro€**t6*t(r(tt)H€(*J(rog16rttH6tttt t(

r.I
ta.:dol-------J,-i I= ! !!.* ..----tl:vorun::rnr:

(urrarriqrufind 4tlt)
1 tndtn:rirurrgnr: f ,r^ ,,i

(a.:do) : ) -,-l-----.--.-.-. n::!n1T tardo)-.--.--2Y--Ej-l---.t--'--*-'-l--- n::lnr:
- *{.(u1uilrlqu fl: tvls)

mdtn:rirurrgnr:

(uruitl:vr.:d rJrurfi .r)

ma"tn:rirurrgnr:


