
, 17 t1.r191u1r 2569 PneumococcaL Conjugated Vaccine (20-vaLent) uilt t/z

t. fiour CRM 197 carrier protein 51 mcgiO.S mL -i- pneumococcal polysaccharide serotype 12.2mc910.5 mL

+ pneumococcal polysaccharide serotype 10A2.2 rncg/0.5 p11l- + pneumococcal polysaccharide serotype

11A2.2 mcg/g.5 pl- + pneumococcal polysaccharide serotype 12F 2, (51999999 - 1321595)

-^") r .

2. nfudSJUgtvl? [U

-

sItLUU

ai':utJ:vnou

rtluurr-lr ut':uFrv noutfi oil:1fl ar nLdo ;{rr,rYlfi n r{r n6'r:l

fl ut0 urlutlriav16'a (0.5 m [) rJ:v nolpir u PneumococcaI polysaccha ride

tfin conjugated (20-serotype) n-td

- PneumococcaI polysaccharrde serotype

1,3,4,5,6A,1F,8,9V,10A,11A ,12F1q,r58,18C,1.9A,rgF,22F,23F,33F tfloav 2.2 mcg

- Pneumococcal potysaccharide serotype 68 4.4 mcg

!::flun:u!ondnuiorriruYudo (pre-filted syringe type I gl.ass) u::oJundos t Tfia lriorLrfildo

- ndoru::1anfi floar drur]:ynorn-:ur;irn'cyitavn?lilt[:n iuzufin iuduorq tatfizufin tuav

rarvv tfl uuei'riu urtio dr.:rintau!uu:snJiru'l{
. A - , v- v- X. .-^.-i^.r-

- anrfluufl'rl1uyu:raodluioa fror:vrfloEir rirul:vnou6'ruri{rdrg iufruorq ttav ta?fr,'JaFl

- fi.rjonr111udsrdauqcur,rqfie{ryYlrfiuYnrgrurfi 2-B otqrttaufiuauuu::4n1tul/1ttav/u6onrtuvu::Q

a. qruaurifivn.:rvrnfin r.ranrinizaerer:rslineunrur{luh]nrtl:ruavt6Eiodrreirl fi{16'eoilcrfluurior{rfintruetuvn::xlr-r'l:

01141:t[AvU'l n:vvl:?{415'1:tuat

Final tot (Finished Product)

1. ldentification, polysaccharide F]:?avl! positive for serotypes

L,3,4,5,6 A,68, 7 F,8,9V, 1 OA, 1 t A,1.2F,1. 4,15 B, 1 BC, 1 9A, 1 9F,22F'23F'33F

m5?41',lU positive for CRM 197 protein

4.4-1.3 mcg/m|. ( 3.1-5.7) for serotypes

1,3,4,5,6 A,7 F, 8, 9V, 1 0A, 1 1 A,1.2F,1 4,1 58,18C, 1'9 A,1'9 F,22F,23F'33F

8.8+2.6 mcg/ml 6.2-1'1.4) for serotypes 68
,iq-.

a:?ahiru nr:rfr:vr1lu Fina[ lot (Finish product)

64.0-1.29.0 llg/ml
>60% of Total

0.25+0.05 mg/mI

0.014-0.0240/o

>0.5 ml.

triufru tz.s rul-l
n:?at'jlu rtufi:vu"lu Final. lot (Finish product)

t]'rlJ1.luu::a

aaln

2. ldentification, CRM 197

3. AntigenicltY

4. pH

5. Protetn-torat

6. Protein-Bound (o/o)

7. Aluminium

8. Polysorbate B0

9. Volume of injection

10. Endotoxin

1.1. Steril.itY

a

-n/N\/vt /t/..... ........-.v....

ur,{14u14fil{Y{n6tvl6u A5qArl

-\)//ocfrn Aflncffy
una'ri n:u{ro'ryt6 o r: un-o trfu

(n::unr:) L(rl:vsrun::l nr:)
(n::rnr:)



17 u.r191ur.J 2569 PneumococcaI Conjugated Vaccine (20-vaLent) 1Ul 2/2

q. rtout%6u

r.irauo:rnrplardurirrurnrvrci'ruLonal: vriara.:arsfiofla:n:astonar:Inariiriruro:raav16ao6'td
$!

4 1 ranar:nr:teiiloururmflulrvrfluusirY!urufiodrfiilrEllur.J:stvotlru uav;{rutor (dec[are) uradlzufrn

a.r.1. h;{rfrrXnr:duurrfluusirYuar 16'urri lra.z Ya.3',r1il.4 vio u.z uu#rrrrin:ni

q.r.z. hr{rrofiulrvufiausir:-uut yru.1 r.rio a.t vriou:ruay16ao#rtjonr:olJnilqtu;r1l^tllotzuf,mfiruq{rrr:rfifiuvrritlau (finished

product specification) riasijoriruuorncuarnrosirln6r (drug substance specificatlon) a:nifiod:vrairtnr:ril6suttlat

rufi^ftlyrtlrGlovolal*uuronar:nr:rauri^lt (u.5) lruiotL finished product specification uav/uio drug substance

specification

4.2. tanar:Yl:o.iilta:51un1:zu6mar

(o.rFnrlorfironar:fl:o{lnrtT5'rufl1izufrnarnuna-ntneuc,iuavi6nr:fi6tunr:zuanu1 PICIS (Pharmaceutical lnspection

Co-operation Scheme) luul':netrfirauarru loEJuil'tu{ru PlC,/S participating authorities alndrqoFlu:o!nr:fi:roaollqu

fi r.:anr:Yr:orfi riuri:vnrori:vn:o:rnrdtS nvr:0fr nei

. 4.3. tonar:qtua-nuruvtac EJrfi taua:rnr

4.3.t zuanr:m:':oirn:rvr.iqrunrnr.rfrmnlru+4'uor{r.:fin (Certification of analysis) luur!ufirilr{Ju6'rodrt

4.3.2 zuaar:n:.:oirn:',r,.inrrn',*irq6r (Raw materiat.)tol6'rar;irficgfilffiunr:zu6srarlufidtr{Jun-rodx#ltat{zu6nururav

tJr.lan'lfl ero! (tl1}ll

4.3.3. n:rfirfluetrnrjl biologicaI products fir{]u vaccines, blood products frotfiranar:Yl:otiunr:r.rFn (lot release) qrn

n:rili uroraninr:ttnltti rt:uvl:?{41['l5tu4?]

4.4. ri.:odxar rirauo:rnr 6'or;ir6'roarlerrodrr{oa 2 rarhur::nalcus{ firrtluel'ruvrutLao.t:1uasL6uolein:uri:urlrlfirirvuo"lu
-^iu,u -

ulltaFrfuail1] uyl? [uiJ1nau

+.s. nr:rl:vriuqcunrvlarfi ;iuol
q.s. t. u rfi d.uro! 6'orfl or u1dt6'lrjrja a ni r 1 2 t6 ou rjlor niuriw or

4.5.2. ulyn{?ofr ril:Lau ovdarcirdrrurnrfl nrutuiu:olnnnr:m:roitn:rvr,iarlufr auou

4.5.3. a:fliruu1u:.1ufl'tTvl1fl1:a:JFl?ou't{urlidslolrfiad.:n:roirn:rvt,iniltt11'! uilra:rflnr:ovliruritf;aiotrLo6'radrtloaff

rauo:rnr(il'rra)oy6'oldlsrg,rilSnmrildru':ufiurjra:rtn',:;ior:':tirr:rvr.irravr{Ju{:-ufiotalrirlddrufirfiu?{allu

nr:n:loirn:rvliqrunru n:aifinuirurlrjrfluhJmrtlqcua-nucuvtol'ltv urjra:rtnr:toalrufvrBlriYltior:rurnr:taua

:rnrsrpisneimoro6,ourr',.',(rj3ra) uavzuia{zu6nlunYlriahJ
a!

4.5.4. fr'rauo:rnrt{rru)ovfrolY!ui6uuurrfioE rlnfivilooru uSoufiotfionr:tfiolanrnpi':utJ:vnr:10r"1

riourirvuor In ertrifi ft oult
d 4, ;,

4.5.5 a:rur{luurileiorrFuinurfiqruraqfr 2-B o{fl1LcJarfiaa 6'orfironar:uaotttavYl:al'jrfl:vunr:t6lttavo-oeilur

r{lu cold chain system fil"frlrn:grunrludnrnruq{ Good Storage Practice (GSP) rrav Good Distribution

Practice (GDP)

4.6. ritauo:rnr ((tr u) tsuuoill#u n rfi n#eyryrriounr:lriruun 6'ld
"4.6.t. 

n:rfizuanr:{rn:':oirn:rrr,iurdloErn:iliuErroraninr:rrnvrira6o#olrJfll-frnr:fildrrn:gru

tSO/tEC 17025 r.Jan1:n:roirrr:rv1ih-ir{lutrjnuilrn:-oruiiorirr.ruolu:.]:vnroil:vnro:rnrr6tSnvr:afin;i

4.6.2. n:fi26fl,i*o.iEJ..1rJfirdonriunrfir6uornr,(owarr,Is,a;{lflnrrunruvn::}.rn1:a1u'r:Ltauurlud:ttrarrLot#rgrgrorfioo*tru!.

c.o.g. n:dr^ruflryy1qrurr1v{olnzu6nfiruq.iarfifioroailrlariati:vBvBzuattavnrurJaooa-elriorir-l':4fr16'Ylar

4.7. uilrEJ:r{nr:raalrufrlrd6i:-urior:eurnFnnruq{Eirfrfil:vifrqlnrEaarfiudulnurirrinl'lunilun::}Jn15o1u1rrtduu'r'Lu:'trvtlar

t tl riouiurj:vn16il:vrrxa:rrrr6tSnvr:ofl nii

+.e (rrufrorfrorr]iuapr:rora{ urnrrruynr::Lnr:nhur:vr-ltluruvitilr6fil:varsGal riruuo:rnrnarlar uavlfrrirvuo:1P]1fl41{u1

A uw a .i - a ' 'J

liLauo L1 u:a il!:untflu6or riryturu#nuuviltrfi u"ast6'ria:al:rnrsiraololEJrfrtauoLi ltrnnr:rirraue:1Fl1na1{u:0n1:fl0:a':

:.,"rpi.,ao.ou:ranr:urfilauontrnir:rorfiruunr:il:ua?o:rnrr6rSnu:arjnd uravori:vrairwird'ryrgrraio:l'dorynfiunua''rprgr

rit r a frotrl Yta n :rnral nur.J:, n', r, " 
rr'u

(e<A 
cz,/tr"{ flxvrns orAry,rnf

U,
in #tn:ra{.:o'tXt 6 o r: ut-utrtx und'tn:ra fr r riuu r n: n.: a:Ll ini

(n::lnr:)(l:vorun::lnr:) (n::rnr:) IJ-
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17 rl.rleruu 2569

r.dour Inactivated influenza vaccine

n [u 6111! el'1!!Lj!.!vl-0 u n

lnactivated influenza vaccine

a:?ar.i'tu erufisvu"lu finaI l.ot product specification

flitati'tu nufi:vu"tu final' l.ot product specification

tririoun'ir o.s mt

Posltive for a[[ annualty strains that recommended by WHO

The [ower conf]dence limit not [ess than 12 pg /dose

(80% Label. ctaim) in each strain

n::or.jru mtrfr:vuJu fina|. lot product specification

rt:?ahj1u olufi:vlJu finat bu|.k product specification

m:rqr'iru mufi:vl'Lu final. bu[k product specification

fl:?i,.j1u nufi:vu'Lu final bul.k uia fina1 lot product speclfication

fl:?ihilu nufi:vl'tu final. bul.k product specification

m:rq,.jru nufr:vuJu flnal. bul.k r,lia final. lot product specification

m:rnrjru mufi:vu"lu final. bul.k product specification

n:ror.jru nufi:vuJu finat bul.k product specification

(niix.rn15)

-o& v ,

2.qildiluFlvlx LU

:1-luu! u{luEJrLrr:umvnouil:'rfiarnLfiorit,tirdo u:iltuflrvuonf;nuiolait,l:-udo

(pre-fi[l.ed sYringe turo 0.5 m[)

airuil:ynau lu t qn r1:ynoutrJoi':rl Inactivated influenza vaccine (split virion) u6o inactivated influenza

vaccine (sub virion) uia lnactivated inftuenza virus surface antigens vaccine fifirrr.ltlru:ltrirjou

n.jr ts trTn:ni1 no.r HA (hemagglutinin) rioaruviuri dlrJ:vnouriru arelrnTuri A 2 flfro ttau a1u

vYuriatrhiounir 1tf,Pr

rrrtuulJi:n u:5l"Lun1tuvEJrfrnil:rfiorntdo

aaln - uuu::nJi6uei :vq flou'r cirul:ynou6'rar;ir6'rgrtavn':tLu:.1 iuzufin iuf,uorq uatfrzuFrr

LnwlY tfl uueilYu u r tio drtdor tau

- uurr.p1uuu::ladrsrioud'ar:vqfiaur eiruil:vnauqt-rur;irdry Fr2'lx.ltL:'l iuduarq untfizu6m

- fidonrrr:g.i'lrdauqrur.r4fr;{ryiurfiufarc'rurfi z-a atatqlatfiuauuu:rnJitue{ttav,/utanrtuvtl::1

- fi{ar.jflriaur:nkT[ur6ndr:vrarqfiir:arnr:'lfflutonar:rirriuuroEirlrintou

nufluttjnrrr:raavu6upr{rtdxfit16'qovrvrfisusiar{rrialruil a fl r5Fr 52A2 tA :1U14 Fl futl'l'

n 6u u fl : : 1.1 fl 1 : A 1U'l : ILA v U I fl :u VI :2'i a 1 5'l : 6Uq t

FinaI tot (Finished Product)

1. Steril.itY

2. pH*

3. Extractabte votume

4. ldentiflcation

5. PotencY *

Haemagg[utinin antigen content

-EU SRID-A (2 strains)

-EU SRID-B 0ilrioErn'ir 1 strains)

6. Bacteriatendotoxin*

FinaI Bu[k Product

1. Steri[itY

2. FormatdehYde

3. pH

4. Virus lnactivation

5. BacteriaI endotoxin

6. TotaI Protein

/- Ova[Dumln

" n:filritfrrl:ro'lu final. lot fralfinr:n:rolu final bul'k

** ns6rTtun:vurrn..,ruArfia..ti detergent 6ufrtu"ld:runrrd a',u'.trouarlzuanr:irn:rvriar:rjulnufizuam:raairu

mufi:vu"lu final. buLk product specification raBo bul'k product specification

&r,,q oV(-J ffx*ns a$ws{''""" I'
rna-tn :ratlrn-u orn : otaurJ: ni

rnatrn:vrlrd'rytfi ar:uriutrrg
(n::lnr:)

a
J

J

(rJ:vE1un5:rJnl:)



lnactivated infl uenza vaccine

v 4 A w s vdo - -i
1\5oilA{a1U}rO1'O:UTO{rOna1:InUrifi drurq :luas t6uofi{u

vrtva ttavdrttos (declare) ttudtzu6n

rrierusirYrar 16'uri lra.z riu.3 11u.4 via u.2 uufrrrrrin:ni

q.t.z. hrirrafluflyuiElurirYuur yu.1 uEo u.1 fl;ail:luav16uov'':rionr:nxuqilqtuflra%atzufinniru'finrrfiflu',rrrflau (finished

product specification) rrayrioriruusrnrunlTto{?-fl061 (drug substance specification) n:nifioq]:vrairlnr:trJduuttla.:

uri'luuiurn^loyd'aluulronar:nr:raufltr (a.s) urvrio:r flnished product specificatlon ttav/vio drug substance

specification

4.2. ro nar:il:o.ixna:grunr:,.tA n u 1

r.izufin6'osfironat:flu:o.uJ1nTE1un1:r.lAFUlnluydnrnrusiuavi6nr:fi6tunr:zu6nar PIClS (Pharmaceutical lnspection

Co-operation Scheme) luyrL'toElr14'rauarra Touyu?u.ru PlC,/S participating authorities al-uaraonrlTounls

n:?aaou lprafi zunnr:it;:otfi riurl:vnrail:cn?o:rnrit5n11:0fi nd

4.3. ro nar:qrud'nuilufl a{ u rfi Lauo:'rFrl

4.3.1. rJanlTn:?aiLn:rvdnrunrunFnriruq{rac,izufin (Certification of analysis) luur{ufiritr{lu6'rodrl

4.3.2 r.rnnr:nr?aeLFr:rvr.iqrunrvrinq6l (Raw materiat.) to.r6'rurdrfiryfikTlunr:zu6nar{udrilu{Ju6'radrl#trLalrinBnaruas

,i,.Jafl?a0qu (0'lxr)

4.3.3. n:airf,uarnql biologicaI products t4itflu vaccines, bl.ood products olasl'tonar::-tl:o.l:'unt:na'n (tot release)

arnnixrillu1fl laqrinr:tttryvti n:s11i?.iff '15't:ruqt

4.4. a-?odr{u1 {rauo:rrrr 6'oreir6':odrlEJrodxriou 2 r,td'luu::1firuqi firr{lusr-:rrvrutuao.::1uastAupr16n:u6":usrufr

rirra unlura': da q ila u u-6'/''ilil dr l rlu Tor a fi !u n 1: t{ A F t A u ? fiu rillu{o 4.3. 1 L; iv 4.5. 1

;,
4.5. n1:!TU nUFr6urr111U111A{il4!

4.5. 1 arfr ei.:ror6'otfi ar qkil6'lriria u n'j r 3 t6 ou rilorniueir:ral
i, I q u 'i t

4.5.2 urunrrnfieiruou ocfrol?il;iruurnrweiru"tlYl:oqaanr:n:rciun:rvr.iar{ufrdllau
q.s.s n:nifiyilx€i:rrn1:?itn't:(rL6'rodrsarfieiruourfiaeirm:roitn:rvdqrunrl'l uriru:rtnr:tsvirvri.:f;oiatta6'rodrllnu(

raua:rnr({tra) qvelo.i?irurrfitL6nmrtlsiruruvr'yriru:rtnr:?i{n:rqitrr:rvliuuavrflu{Ylfintlourirtdsirufirfiurdollu

nr:fl:rqirFr:rvlinnrnrn n:fifirrirartrirfluttjnunnr#nuruvuawrv uri:a:rtnr:toal:uf;lrBt:"lilfiQ1:ru1fl15tauo

:rnrurfitndrrtoo{raua:ru',{4'tru) uav/ra6o(2ar,lu"*',;ohl

4.s.+ (rauo:rnr((tru)rvrloliurrJfiuuErrrfiour"tndurnorq uioun!atfionr:tf;ouanrn6'rarrJ:vnr:"[oliioudrvunToa'irifi
aiq
t{auLt

4.5.5 {raua:rnr ({zra)os6'arYrurJFuuurn:nifinr:rr.lfiuuarauiud'uortriraiaflr,rr!trnilr6nTantvflorLrrflufinTanlfr'vEot',nil0

fl ninnlfiufl ufl nlantvfi a "turirsrrarfi fr'urianr:kitru

4.5.6 n:fiufluarfi6'orrfir.1YnrErfiaruraffi z- g a.rrtrucJatflua fra.ifitonar:[[anlutavYl:ot'irfi:vlunr:t6uutavd'oei*sr

r{Ju cold chain system frtdlrm:orunrilydnunru.fl Good Storage Practice (GSP) ttav Good Distribution

Practice (GDP)

4.6. rjuauo:rnr ({tro) Ouooll,io n rfi nd'rgryrri ourr:l rirrauo 6'r d
-4.6.1. 

nirile.ranr:ajrn:roirnr:rrr.iurfl ToErn:ililrarnraninr:*rlrriv6orialrJfr:i6nr:fil6'lrn:5ru

lso/tEC 17025 nan''r:a:roirn:rvtflrir{lulilnrurn:gruriarirvuolur]:vfl'tfil:vfl'to:rrrrdtSnlr:oflnd

a.o z nr61]^au,,i*r4ur1firfion,3t nufiu6uorni'olra',r,1*aJ.trinoruntuufl:Txtn1:orur:ttavar"[udxurarruol#ryrulaul]oavt'ru

4.6.3. 1,1

4.7. rarjru:rrnr:roarruf;lrBlriiufior:eurn6ofiru"fiurfifiil:v{6qnrEunuFl6uloarirrinsrunruvn::iln1Tarvr:ttavur"[u:uu3[:41

t fl riouiurl:vnrol:vn:o:rnr6 rSnvr:0fl nri

c.a rirrafior6'orrlYlao:rnrar yrnrrfuuflT:]rflr:fiarur:vularrrvittr6firl:vnrau6ol rirvuo:1Pr1nal{u'r ttav16'drvuo:rFl1fla1'ru'r

frrauo 1i u5o ilr.J:ynrr,rEor riryflurraa'nur,irtrfr uravl6rio:ot:rnrn'rqntolurlttauotr Y1nnl:nlvuq:1F1naf i1450n1:ma:o'l

I -l ; , e.
:.rFr1n1aeflo{iranr:urfirauasirn'jr:rorfrtuvnt:il:vn':o:rrrr6uSnlr:ofinri uuavoqj:vr,l'irsrird'cyryrr.aiafidorlari'umrua'ryryr

fitru6'oqrli!ae:rorasntlil:vn',.. rY,

utit 2/2

ttllvtu146u{11n6tllQ a:nmm

(!:vorun::lnr:)

rt/)
Go-J G\rt,,crn/

'''''''''''''''''''"r"'
rndtn:v{rd'rytd or:uriatrrg

(n::rLnr:)

flxrrn, or2Aryyrnl
". :- i

tnatnlvfua!Bln: o{ail!5ru
(n::rnr:)
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4.[{au tr0u

4.1..

4.1.L.



1.7 tvvlil\ 2569 (DTaP-lPV-HBV+Hib) r-ndu:rr 6 I:n vfri 1/3

L. dasr diphtheria toxoid 20it-t/0.5 mL + haemophil.us inftuenzae type b vaccine t2mcg/0.5 mL+ hepatitis B

virus vaccine 10 mcg/0.5 mL + pertussis vaccine, acettutar 25 mcg/0.5 mL + potiomyetitis, inactived type 1

(vero cett) 40 D antigen uniVO.S mL + potiomyeti (51999999 - 907842) (51999999 - 66915t)

2.

grJuuru /
airul:vnol

i a, -a -tuurfr 1 ttluierfrutieluun Haemophi|.Lus Type B coniugated vaccine

lu 1 torj:vnoufrru

drud r arirrrunvnauil:rnrrnrdoriryY!fiq r::1tun:vronderuiouirrairdor (pre-filled syringe ) tu'rF] 0.5 m[

zhufizprruril:rflqrnrdof,tm;irvYrdor::11ut'rerurrirdruiltt::1urdn(typelgLass)

rfioavaruurdrufi t uravdrufi z rdrdrarYuulfrr rvt6'ar:avaruut:unvnaulBlrsr: 0.5 mI rj:vnoltr]6'ru

- Diphtheria toxoid >30 lU

- Tetanus toxoid >40 lU

- Bordetella pertussis antigens

(toxoid 25 mcg, fitamentous haemagglutinin (FHA) 25 mcg and Pertactin (PRN) B mcg)

- Inactivated poliomyelitis vlrus type 1 40 D-antigen unit

- Inactivated poliomyelitis virus type 2 B D-antigen unit

- lnactivated poliomye[itis virus type 3 32 D-antigen unit

- HBs antigen 10 mcg

- Haemophilus influenzae type B polysaccharide conjugated with tetanus protein 10 mcg

rtrrtrfi 2 rfluin6utfier:u Haemophi(us Type B conjugated vaccine

u1u1?l1elyflouAtrrdl l:raornuria;{rr,lYlfin l::11un:vuondnuiou{rr,tildn (pre-fiU.ed syringe ) tLla 0.5 ml

rJ:vnautrl6':u

Diphtheria toxoid

- Tetanus toxoid

- Bordetella pertussis antigens

lnactivated poliomyelitis virus type 1

lnactivated potiomyelitis virus type 2

Inactivated potiomyelitis virus type 3

HBs antigen

HaemophiLus influenzae type B

potysaccharide (PoLyribosyIribitol.

phosphate)

conjugated wlth tetanus protein 22-36 mcg

>20 lu

>40 lu

toxoid 25 mcg,

filamentous haemagglutinin (FHA) 25 mcg

40 D-antigen unit

B D-antigen unit

32 D-antigen unit

10 mcg

12 mcg

$-rnn.. -"r1.-Im*.
rna-tn:r,rdldtXtd ar:uriutrq

(n::lnr:)

flrn rns a>Gxutn{
- :- 0;

tfl 6fl n:ury{nuu'rn5 niailu:fu
(n::lnr:)

.-)

(rl:vorun::unr: )



i7 Llrs'ruu 2569

fl'tlJUvL15:Q
I

QA1fl

(DTaP-lPV-HBV+FIib) infiu::r 6 I:n ufri z/z

r,r'r z ziru 6o clrozururruas6":14ravaru !T:otunltuvEJrdflil:roqrntfio l::alutosiloafrvr
ti

uiavu::qluna'otn:v oruvioti'rnr uuo n
19

v<;- llurJ:iafltu?r :vu tioar zirurj:vnoun-:ardrn'ruL[avF]?'lx.l[L:'l iunfrn iultlooru

un'rfi zufi sr rntrv rfl uueirYu enlio eir.ifln rou

- Uufl1flusl::todrsfiourlot:ylfiourutorirurJ:snouoT':ur;irrYry n'l'r1.lL[:{ iuFuorq
;^

!a'l]yliiaFl

- ruL::qn1rue,{yBonrrucl::q filionm}ruiru6ouorur.rnfir{trYurfiuYnrgrEirfi 2-B o{fl1
qlc!

d d d q ud Y t d

r{a L{uau:0tf-tu turltuu 141x.] L[lJttlJ.i
U

anrauti6urrrynfin zuanr:n:':qirn:rylinrunrr,'rr{Juhlnu:reravt6uo{rrdlt fitkiqoilvrfiuudor{rrintruFtfuvflri]Jnti

-

01U'l:ttfiY U1 fl 5Y1,15'l{415'l:tUAt

Final Lot producVFilied product

ldentification

1. Diphtheria toxoid

2. Tetanus toxoid

3. Pertussls component

4. Poliomyelitis vlrus type 1

5. Potiomyelitis virus type 2

6. Poliomyetitis virus tyPe 3

7. Hepatitis B antigen

8. Haemophi[[us antigen

Assay

1. Diptheria component potency n:':oriru mrlfi:vu"lu FlnaI lot product/FiLted product specification

2. Tetanus component potency n:':qtiru nufi:vr-t'tu Final lot product,/Filled product specification

3. pertussis component potency n::otiru nufi:vu'iu FinaL Lot product,/Fil.l.ed product specification

4. Pol.iomyelitis component n:roriru nufi:v1lu FinaI l.ot product/Filled product specification
potency (D-antigen content)

5. Hepatitis B antigen component n:ror.jru nufi:vq'tu Final lot product/Filled product specification

6. Haemophlltus component m:roriru mufi:yu'lu F]na[ lot product,/Fil.ted product specification
potencY
(non- adsorbed PRP and

7. Exactable volume rt:':oriru nufi:vqlu Final lot product,/Filled product specification

B. pH n:':oriru nufi:vuJu Final Lot product,/FiU.ed product specification

9. Aluminium n:ror.jru nufi:vr1'lu Final lot product,/Filled product speclfication

10. Steril.ity test n:ror.iru mrlfi:vuJu Final lot product/Fill.ed product specification

11. Endotoxin m::orjru nufr:vqlu Final lot product/Filled product specification

12. pyrogen test n:rqr.iru mrlfi:vqlu Final lot product/Fitl.ed product speclfication

i4rr1u[yq 1. nr:iun:ryri potency r.rrnhjtririrnr:iter:rvli"iu Final lot product,/Fi[[ed product

6'oruranlnr:irn:rv#tu final. butk product uavn:rqtiruTFrufidruil:vnoltotirrfiuusiav'ufro

carriers protein lririoaairfi:vqtflu product speciflcation uiofinr:finurvrtnfifrnttaqxrJ:vfrvBzua

torinfiuli's primary vaccination tLay booster vaccination rrarrLr:nn:v{u antibodies ) seroprotection/seroconversion

rates

2. :runr:fi tl uia 12 ri'r{a Assay araitn:rvd:ranr:to:runr:radl

F]:?Q1\lJ

n:?41,'{1J

F]:?A1\U

n:'lil^J1J

Fr:?ail!

n5?411lJ

Fr:?a1,\lJ

n:?4111J

frmnt ar>#rrusof

;;.-,;;;0,.;,,;;; ;,;ilLJ
rrl\vr u146u.rv'rno tllry a5Flfl fl

(rJ:voru n::l n r:)
rnd'tn:ufl ld'rytF ar: uiiutrrg

(n::lnr:)

6

(n::r nr:)



17 rl]u'ruu 2569

.i uai
4. r{aultau

(DTaP-IPV-HBV+HIb) r-n6u:u 6 I:n 1 U1 3/3

:i " 
<.i - i w.t-a- . qi

ritaua:rnrda.ldueitrurnrnnlutanAlt flioxra.:a1uila1J051J:0{L0r-ta1:Lautdtl0lula:luaut0uFlo{u

4.1. ronar:nr:16'Ylorlcyrnduvrvrfiuu$ir:-rlurrfiorirvrjrulul:vtvslvrs ttavrilttol.t (dec|'are)trr,ld'udn

+ t t h;irdrunr:duvvtiuusirYlsr 16'rrd vu.z 14u.3 vtL.4 uia u.2 rufrruusin:eii
aA3

4.1.2. hr{rraduvisuiuusiriru.r yu.1 r.lEo a.1 vrior:raavu6aor,[':rloniiFr?uqilq6un'rv\to{ru4flfl1fu'ilnr}lfrf,utivtfluu (finished

product specification) Lrasdodlyunrrilntl{ro{iaq6l (drug substance specification) n:nifiod:vr.lixnlsLl6uuttla{ttfil?
!^

11,,,{x.lrrtliuna{rruuLafld't:l't:fla$rih (€J.5) x.lrflio:l finished product specification ttav,/14i0 drug substance specification

4.2. uonar::n:o{tJtn:l1un1:ttAnu'l

rizu691frarfiroaat:Yu:o.tr.ltn:i1ur-l't:r{Anu1Ft1ily#rr[nrudLLaviEnr:fi6'luar:t{anu1 PIClS (PharmaceuticaI lnspection
n o,

Cooperation Scheme) "luu:t':oturfirauarlu Iouuil'lu{'ru PIClS participating authorities arlldran rl1:l:o!n1:n:xaaoLTnufr

,.Jan1:i!:4.ifi {iurj:vnroaal:rnr,/rj:v nrn:r nr6 rSnvr:4fr nd

4.3. Lonal:qtua'nuruvtol etrfi tauo:lFrl

4.3.1 ,.lan1:el:roirn:rv#qrunrr,rzu6rrnlrudral{2frn (Certification of anaLysis) "luelrqufirilr{Jun'rodrl

4.3.2 ilar111a r.ir.:.trr,iqcunrniotqGl (Raw materia|.) tarfr":ur;irn'cyfikTlunr:zu6nEJr{ufirilu{Jufr":odrtliettal{zu6rrurttav

zur.Jam'lnna!
!q

4.3.3. n:nir{luulndxt biotogtcaI products dr{]u vaccines, blood products frolfitonar:il:o{iunl:2afi (|.ot release)

alan:!a11u'1fl 1aain15tt1.',1ild n:uli:']':a1o'l:tuq'tj

q.q. d'roejrrar r.irauo:rrrr olor;iw-rodx€rroEirrfioEJ 2 rarj:ur::1firuq{ 6tu{lu6':uiuutrarr{rruaut6EJot6'n:u6'?unufiriruunlu

v-rdooruar:-T6r.t'rtr}irrfru Inufriunr:zuf;g]rfrEirriuriuluila 4.3.1. ttav 4.5.1

4.5. nr:il:v tiunrulruarfi aiual
i, qqq t,

4.5.1. urfrasralmol!orqLttLotluoun':r B tnou ula1n'lua.ll]ou

4.5.2. EllIn{xolia{:.lolJ avno{a{a1Lu'ltl11,'\rllu LlJ:lJ:o{zufill'l)l'l)'J{'Jtrl) : - ia! ' !' tr ' raritfioioltoo'rodrllosritauo4.5.3. n:fifrr,lrj':u:rtnr:virnr:{ilnioarrurfrarrarutraaln:xoa[n:1u14F][uJllv'l 14u?u:'1lJfl1:4v11'l

:rnr(rjtret) ov6'ordrurrfixr6nnrilqirurufiuil':u:rtnr:eitm:':oitn:rvlirravu{Ju{Ylfinta!rirlddrElfitfiur{a'l"lunr:n::o
ai t 1 t dt I

1[o:1y1.4rrcur].rn n:rfrfrnuirurlrirUuLrJsrrrLnrua-flufuuLe1,,,r'rv vil'lB:rclnr:toalruf;lrBlriYufiar:rurnr:tauo:rnror6'tneirr

tot(tauo:rnr(rg'tra) uavzrato{nFmlunYtriohJ

q.s.+. eirauo:rnrr(ri'tra)ov6'orYuuJFuuLrufioarlnfrurnorq r,rEorfiarfronr:tfioranrvr6:ul:vnr:"1o1 riouriruuo lnutrifirlault
.jv 4 u i ^ ^4.5.5 n:ru1!uu.trFta{rfl!:nutyaruuttlJ z-8oifl'rtclarfiaa 6'olfiuonffr:ttaotlttavYl:as'irfi:vunr:t6ltlav6'oeitur

uflu coLd chain system fitrirLrn:gruorrtud'nrnruqi Good Storage Practice (GSP) rrav Good Distribution Practice (GDP)

4. 6. rjrau a : r n r (rjt r a ) E u u a rlll'a n i6 n #cy rpr ri o u nr :,1 ril'lu o 6't d
" 

+.0. t.nrnizuinr:(ln:':oi rn:rrriurd loan:riuur oraninr:tutrvrdr.lEariotrJflr-T6nr:fitril1n:5'lu

tSO/tEC 17025 r.tan1:n:roirer:rsflrir{lutrjnrurn:orudoiirvupr'lul:vnrrtr]:vnxfl:1n1

+.o.z.n:aizu6nfieuq,iarrfroflonrBanrfil6uorafrornaroloudrfin{luFrruun::!tfl1:o1141:t[auu'r lu'ii':turartota'ryryrovdaortra
!.

+.0.1. n:ailrlrlruu'tFr[urnvla'lnzu6srficuq{E]rflfiororitzuariorl:v?lt6zuauavn':r:r:.Jaoo:iurio{r.Jrafr16'Ylsr

4.7. r.lilru:rtnr:toalrufrvrdlriYrfior:rurzu6m:iruqiErrfifil:vifianGernrfir6uTprerririnrrupr[uuflr:]Jn1:orvr:ttav€Jr"Lu:velvt:ar 1fl

riouiut l :v nr rrl :v nr a:r nr6 t5 nu:ofi nd

q.g rirrufiordo.:rJYtrao:rnra{ u.lnpr[uufl:i:rnr:rYruur:vuuaruvirtr6flrJ:vnrfltdo{ rirr.luo:rerrnnrtur ttastfrriruuo:'ln1na1'lurfitauo
!,

ti y:'a fir.l:vnrrGal riryflarra#nuvirrrfi uaytfrrio:al:rnroirqorrorurfirauali utnnr:ritraun:rerrnarwl6anr:ria:ol:rrrrrilaoto{
i;

:1ufl.r:ulllLauomrnrr:rerrfirusnr:il:ca:n:rnr6rFny:ofind rravoq]:vr.rirw{r6'19rgrraEofido4nfi'unud'eyrpr {trufraslYlao:rnrat

nurl:vnrflr uu

\ '1
....ir,--"t/"

ttl'{vru14fu.iil n gltl'llry A: qfl 9l

rlxrrn: or 6x t:oT

,;;;.;6r;,;;;;;{;;
(n::u nr:)

1--

(l:so1un::!nti) (n::rnr:)



17 rxrgruu 2569 Dengue TetravaLent Vaccine (Live, attenuated) vfi:r t/z

t. fioetr dengue virus serotype 1, live attenuated 3.3 log10 pfulO.5 mL + dengue virus serotype 2, live

attenuated 2.7 log10 pfu/0.5 mL + dengue virus serotype 3, live attenuated 4 l.og10 pfu/O.5 mL +

dengue virus serotype 4, live attenuated 4.5 [og10 pfu/0.5 mL pow (51999999 - 1283236)

-^oi u
2. fl6UAilUsrvl,)LU

,,.]- r{Juzurirrfiu (freeze-dried powder) frtrrnufi.rfrtn?u?a tLaval:drh.fufioox (sol.vent) latrififi "Lun:vuon

fl n u r lnr io rldrfi o rnE a r utj u a r : a v a r u ii1 14 iu A o

l1ulfrU't"luttriavl6'a (0.5 ml.) rJ:ynOlpira Dengue virus serotypes 1,2,3, 4 (l.ive, attenuated)

zulinfiu (t lna)lumouuir (uuirrflnfi 1) vriorlnilo travar:lirl#Ldoart (6'rv{rauaru) ur:llun:uuofl

floutnriorki (pre-fil.l.ed syrlnge type I gl.ass) vlforlniloanql
!d;, -34s- nriow::1a1fi floElr ei:url:vnoun-ruri{rn'ryttavn?r}rtL:.t rjuzudn rr-ufruoru tatfrilAfl ttay

rarilv rfl uuer"riu arlio drrrYntauuuLJ::a Ji[u'?i'
, .i' , - x ! 3- aarflLufl'rlluvlr::lodlrfioEi 6'or:vuflour ri':urJ:snoufr'rarr{rfrry iufruorEtLLavtntfrnfin

4u v 4 v d a i-- ^ qniilqiLtav/Mionrtuvu::Q- :r=cjon:rx.rtt{tt6ouoruvnueiluiltnuinulurv 2-8 0{P1'lL'?Jat'uuauu1j:: i i

3. qcuaurifivrrruvrnfin ,.Janr:n:xaern:rylinrunrvrr{lutrJnrll:rEiavu6Eio{rldrl 6st6'ooilsufluurior{1r:ntruFrtuu.t::tlfl'r:

01141:LIAUUI fl :Uvl:?{4r51:ilat
(r.t.:xn"uu)

1. lmmunofocus Assay

rt:'lafl! >3.3 logro PFU,/dose

Fl:2e1,'i1J >2.7 logro PFU,/dose

m:?ar,\lJ >4.0 logro PFU/dose

rl::ot\lJ >4.5 logro PFU/dose
, .] q 

--n::qriru nufr:vu"tu l-inal lot product

7.0-8.5

<3.0o/o

700-1000 mOsmoUkg

<60s
, ; o --n:?ir..l1u rrrlfr:vtl'Lu linaL lot product

< 10 EUldose
'iq-fl:ra,.iru nrlfr:vl"Lu FinaL lot product

(6'rlirava,s)

riruil:vnou

ntfluuu::n

aa'1fl

2.

3.

4.

5.

6.

7.

8.

9.

1..

2.

3.

4.

5.

6.

7.

TDV-1 lnfectious Titer

TDV-2 lnfectious Titer

TDV-3 lnfectious Titer

TDV-4 lnfectious Tlter

ldentification

pH

ResiduaI Mo]sture content

Osmo|'aIity

Re-suspension time

Purity and lmpurities

Endotoxln

SteriIlty

ldentity

Assay

BacteriaI endotoxin

ParticuLate matter

Extractabte votume

pH

Steritity test

-$
I..,,........

, ^ -t/a
trYr11 u146U.11^tffl tvl nJ a5qfl 9l

F:?at'itu nufr:sllu finished product specification

rJirrru NaCl. 95.0<X<105.0olo of [abeI claim

<0.25 EUlml.

nixahjru nufi:vl'tu finished product specification

NLT 0.5 m[

4.5-8.0
,iq-.

n:?ahi'lu n1rlfr5v!"[u finished product specification

iln; or'.,isfir'/
''''''" " " """i"

una-trn:ra{tdrgt6 or:ut'utrry
(n::lnr:)

flxvrn: Oo Axxtnf
- :; Y;'

Lfl al n5U6U{ n UU'l n: n.l a}J! : 6u

(n::lnr:) g(r..1:vorun::rnr:)



17 L!le1u1.r 2569 Dengue Tetravalent Vaccine (tive, attenuated) vu1 l/l

a. rtoulqr6u
<i o 4 3i d I Ydo ' -g

elrauo:rnrfrol0u;iruurnrncrtutoflar: v\50!a{arur.roua5r:oltanfir:[qur.J:J01u1a:luauL0uoa{u

4.1. ronar:nr:16':-uorlrgrmflulrvrfletuoiriuurrfioq;rudrEJlurJ:vntotlru *avdr*ot.: (dectare) uurilnBm

c.t.t. h;irdrunr:dulrrufluuoirYuar kirrd vra.z 111.3 liu.4 raEo a.2 rufrrrtria:ni

q.r.z. hrirr;flunyuiuusirfluur yu.1 r,lio u.1 vrio:L:ruav16uou-rdonrTn'r!qllqtunlr,rtatzu6rl:iruq{snlfiduvrrue uu (finished

product specificailon) uav{orirliuorqruntlrialinqGr (drug rubstance specification) n:aifio{:vra'irtnr:til5uuutilal

ruri'furntlrfilovrlorgulronar:nr:touri[r (u.S) lrlrio:t finished product specification *av,zuia drug substance

speciflcation

4.2. ronar:Yl:o{:l'tFt55''lunl:zu6srar
t .! iac

,.tr.tartFro{lrorrat::lJio{utni51un1:ilanurrrrilud'ntneuq4uuavi6nr:r76'tunr:zufrnur PICIS (PharmaceuticaI lnspection
!4

Co-operaflon Scheme) luul:netrfirauarra Trrauillu{1u PIClS participating authorities ou-leirqornu:ounl:rr:'laaol1qu

fi zuanr:ir:otfi tiuri:vnrrt:.J:un?et:1n16[5nv:0fi nei

4.3. rofl a1:q6udnrgcuvtot arfi tauo:1n'l

4.3.1. zuanr:n:':oiurr:rv#qruntnzu6srfiruqi'tot{26n (Certification of analysis) luur!ufieilr{]u6':odrt

4.3.2 ,inn1:n:.tiirpr:',rr,inrun',*irQfiu (naw materia|') totsl-rur;{rficyfilfftunr:zu6orurlufid:r{]u6'rodrtdwolffsifinErrttas

rizu6srinafir (rirfi)99

4.3.3. n:nir{Juurn{l biologicaI products frr{]u vaccines, blood products frotfilonar::-l:ol!unr:26m (lot release) orn

n :riv urfi raninr: rrvlvr d n:vvl5x{4151: ruq?

+.q. eirodrrur rirauo:rnr 6'osdrpirasrraroerr.rfiaa 2 urjreru::qn-ru'fi fitrflum-rrLiluLtaa{Tluav16EJnlein:!6i'lurl1ilfid1uun'lu
-^,La,y u

u'rrarlilailu Flvl? [u?]'1{ Flu

q.s. n', rrJruirn run rn u rfi eitl ot l

4.5. t. urfi duolfrolfr aruhil6'hirio u n'ir t 2 u6ou fiiorniuduoll
.i, ! e | 6l Y- ----.^^^---^^2,^-. 

r ' ! 
'

4.5.2. u.tvla{tofidr:rou qv6otairrirrurarilnru'lui!:otzuanr:m:roitn:rvvielriufralrLol
d! , .j ' "l I ..---

4.5.3. n:6uyr14u?u:rflr'r:1r'rflr:q:Jrt?ou'r{urridl:Lorrfrodrn::oitnr:rvdqtutrlil vri':a:rtnr:ovlirr'rrilfioialtoo'rodrdnuri

raua:rnr((rrEJ) oy6'ordrutfitL6nflr:rqirurufiuil'ler:rtnr:dsrr:roirnr:rvr,{uuavrflu(ilfrntolrirkidrufirfiel:dollu

nr:n:roiuer:rylierrunrn n:erifir,ruirerrtrir{lulilmuqrua-nuruvualntrv llrirs:rtnr:toalruFvElililtior:rurar:tauo

,',.",u',uiund',r"r*,1*rrr',"',({'3ru) uavzraBorizu6mlunYtriotl
UA

4.5.4. 4'uaua:rnrt(tru)ov6'orY!ul6EruErrufioarlnfrri:roorq 
ra6arflorfionr:tdoranrnoi':al:vnr:1o1

ri ourirvuo ler erlrifi rl oult
;

4.5.5 niilrrluurlrfios16!Ynurfiqeura4fr 2-8 arrtrrtarfiua frotfitonar:ttaolttavYl:ol'jrfi:vunr:lfrluav6'oeitar

rflu coLd chaln system fitti:Lrn:grunuudnunruq{ Good Storage Practice (GSP) rtav Good Distrlbution

Practice (GDP)

4. 6. rirauo:rnr (rit r u ) Euu oxrl#u n rfr na'rpeyr ri ounr:l rirrauo 6'ld

4.6.1. n:niaranr:eirn:':qirn:rrr,iurdloun:rilterroraninr:rrnvrdvia#otlfrl-6nr:fi16'rLrm:oru

ISO/lEC 17025 ftan1:n:roirn:rvdiilrflutlnt:Lrrn:Srurioritrue'luil:vnrrtrJ:vnrrr:rnr6rFnvr:ofind

4.6.2. n:fizuf;nfreuq,iErrrfioflonrEunufiu6uorafr'alnarolou;irflnrrunruvn:i:ln1:o'rv'tTLtavurlutixtraTirala-ryrgrordoovtra!.

4.6.3. n:firnruflrU141Frrurr'r1.^{alnnFsrfieuq{Elrflfioroailnario!:vftrBzuautavnrr:LrJaanfielrio{rhafikiYlar

4.7. uilra:rrnr:toalruSyrdlriirfior:6l-j1zu6mfiruq{Errfifil:vifiqlnuian16udulerar{rrinlluFrruvn::tln150'r141:ttauu{u:vervr?41

t fl riouiurl:unrfl!iun?osrnr6rFnv:ofind

+.g rirrafrorfrallYlao:rnra{ utnFr6uuflT:tlnr:vlTsuur:vuur*virtrfiflrJ:vnrotdal riruuo:rnrnarsElr ilav16iirilufi:1n1na1'ru'r

i qe d 
) uw

11rauo t? u:a 11u:un16Gos rirgfiarradnuviltrfi uav16'rio:at:rorrirqrrtolarfrtauo[i rarnnr:flruuo:1P]1n41{uTonl:Flo:a'i

; ! ; , d..
i.rFr1fl1aoro.::ranr:arlr'rauosirn'jr:rnrfrfluvnr:rl:sn:o:rnr6tFnlt:afrn;i rravoq:vr'r'jrllird'rpryr1liofidarlnfiuorr:rd'cyryr

fr'tr u frarrjYlan:tnra.:nrltj:rn.a. lfu

6-rrr,il
rnal'un:r.rSrdrgri6 or:udutrcg

(a::lnr:)

O"c.&

q(l:vorun::lnr:) (n::rnr:)



. 17 utle1u1] 2569 Fluticasone furoate nasal spray 27.5 mcg/spray, 120 dose ufr:F,c ttz

t. doar fluticasone furoate 27,5 rncgll dose nasal spray, suspension, 120 dose bottle (GPU) (51999999 - 692510)

3.nruau:ifimrrrmnfin zuanr:m:roirn:rvriqcunrnu{Jutrlnu flnlshed product specification uuav drug substance specification

-

:ruav16andrtiirl fir16'qqilvrflauriorirfinttuFrtuun::rLn1:01141:LLauu't n:vvl:?{a1D15tuqt

Finished product specification

z. nrualdfifr'rhj

-

:r,]uuru

ai':utl:vnor

trltuvlJ::a

aaln

1. ldentification test

2. U:il1ruFtlu1a1nry

3. Benzalkoniumch|.oride

4. Edetate disodium

s. pH

6. Mean Dose Delivered

(beginning and end of bottle)

7. Uniformity of delivered dose

B. Number of sprays

9. Droplet size Distribution

Mean Dro ( pm)

Mean Dso ( I,lm)

Meano,/odroplet less than 1O Pm
10. MicrobiaI test"

Drug substance specification

1. ldentificatlon test

2. rJiurru6'rurr{rnry

3. Optical Rotation

4. Related impurities

5. Particle size D (V 0.1) bY volume

6. Particte slze D (V 0.5) bY volume

7. Partic[e size D (V 0.9) bY volume

8. Particle size span bY volume

9. ResiduaI solvents
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11. Residual on ignition
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98.0-1O2.Oo/o Labeted amount of Fluticasone furoate

ail-(2ra
m:roriru nlil drug substance specification

0.8-1.4 pm

2.0-a.0 pm

4.0-9.0 pm

1.0-3.0 pm

Propan-2-o[ <0.1.o/o w/w

Ethy[ acetate <0.1.o/o w/w

<0.2Vow/w

<0.to/o w/w

r{luarrir ur:urtunou tfr 0'iutdrvrror.ins
il:vnoripiruur fluticasone furoate 27.5 mcg/spray drurul20 dose

! ::o"lurr'rtuviirrair rniunr n fi iJo afr vrq!

- 1Ju1J::QJiruq{ :su fiour ri':urJ:vnolfrrureirfrrytuavnrr:.rLt:nrio dose druru dose rionrtuvl::1 iu
26rr iuvrororq tatfi ,.Jan tafl 14u tfi uueili! ur liodrlrio tqu

- uull'toulodrrrjoarlol:vl floEJr ;iru!:vnou6":ur6ir6ru n':rltt:rrio dose druru dose rionrtuvtt::!
lo

iuuroora *aviatdzu6m tiadrtrYorou
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95.0-105.0 0z6 Labeled amount of Fluticasone furoate
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< L.5 0k
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*yl'tuL14n :luaut6uont:n:'tat{Juhal:rlJ1Fr:olu?Ja{ NasaI prepration tj:vnaltl6'ra microbiaI count, yeast and

mouLd count n::otriulrdodol:n:uu:t ttlu P.aeruginosa, S.oureus

", /^ _
Lnatn5ury.l0tuta 01:u1JU1'r[u

(n::lnr:)

flH{n, otl6xry:nf

;r;;#;.-;,;;;il,JlJ
(n::rnr:) 1a
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