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Ut undnly afivladusandlng) $1%  Sufvetunsifousi¥usn SYNFLORIX wausufl 2 C
90008/52 (NB) flafufl 9 w.u. 2552 Tnwszydeuslddmsu manuazdin o1edus 6 dUavids 2 e
ﬂaqﬁ’uiiﬂﬁﬁmmmmﬂmiam%a Streptococcus pneumoniae aewug 1, 4, 5, 6B, TF, 9V, 14, 18C, 19F
W8z 23F Sesudumsfiviiinannsenide (Sepsis) LEJE)mJﬂiJEN@ﬂLﬁU (meningitis) Yaauiu (pneumonia)
m’;vmwual,wﬂml,i&fi,uﬂi”LLﬂLaaﬂ (bacteriaemia) LLa”%%uﬂa’NaﬂLaUL%‘uwau (acute otitis media)
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1.2 JunounsAfiuauvasdting

dtinen Tassuedaringléfarsandvetunsfousn3ue Synflorix warveliAuAuonans Say
ouqnldifimAuenansasuiudleTud 3 ne. 52 visniinnsanuddsdsifidamnafinsanludoya
lonansinmsiiedes ieiud 18 we. 52
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2.1 A1
$p3u Synflorix \usadudlasiulsafiinennids S. pneumonia $1wau 10 anenug LaLTe Non
typeable H.influenza WawU3suiiteuiuindu Prevnar fadu fadutiostulsedifsminsoglutosman
wud1 Synflorix Sduauaneusinnndt 3 meiusudiluaeiusidullagmiludsemalnedesinn daunns
#lasiu Non typeable H.influenza SufhugnanesitinilwivhlsiAnlsaysunansdniau Wudadl Synflorix i
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2.2 Yayasuialiuazindunssy
a3y Synflorix Wutaurdintuuiunzneu Usynausieansédaiie PS-conjugate with carrirer
protein wiinr19¢) Inedl Carrier protein 3 ¥linA® protein D Fadu cellsurface protein U84 H. Influenza,
Tetanus toxoid wag Diptheria toxoid &3 TT asconjugate AU PS 18 C way dt 14 conjugate fu PS 19 Fil
aluminium phosphate 1¥u adjuvants Ll preservative Wuiafudmsunnegunnning dans fis 2 ¥au

Active Substance

Each dose(0.5 ml) contains

Conjugate of Streptococcus pnemoniae type 1 and haemophilus influenza protein D

(mean PD/PS ratio 1.6) 1 pg PS1

Conjugate of Streptococcus pnemoniae type 4 and haemophilus influenza protein D

(mean PD/PS ratio 1.7) 3 ug PS4

Conjugate of Streptococcus pnemoniae type 5 and haemophilus influenza protein D

(mean PD/PS ratio 1.0) 1 pg PS5

Conjugate of Streptococcus pnemoniae type 6B and haemophilus influenza protein D

(mean PD/PS ratio 0.8) 1 pg PS6B

Conjugate of Streptococcus pnemoniae type 7F and haemophilus influenza protein D

(mean PD/PS ratio 1.1) 1 g PSTF

Conjugate of Streptococcus pnemoniae type 9V and haemophilus influenza protein D

(mean PD/PS ratio 1.4) 1 pg PS9V

Conjugate of Streptococcus pnemoniae type 14 and haemophilus influenza protein D

(mean PD/PS ratio 1.4) 1 pg PS14

Conjugate of Streptococcus pnemoniae type 18C and tetanus toxoid(mean TT/PS ratio 2.6)
1 pg PS18C

Conjugate of Streptococcus pnemoniae type 19F and tetanus toxoid (mean PD/PS ratio

1.6) 1 pg PS19F

Conjugate of Streptococcus pnemoniae type 23F and haemophilus influenza protein D

(mean PD/PS ratio 0.6) 1 pg PS23F

Q'Nam(Manufacturer)

Glaxo Smith Kline Bilogicals s.a, Rixensart, Belgium

GSK Hungary SURAYDUNE® Tetanus toxoid, diphtheria toxoid

GSK Rixensart SURAYDUNER Adsorption, fermentation of 10Pm-PD-DiT vaccine

GSK wavre, Belgium SURAYDUNE® Filling, labeling, packaging, Testing of 10Pn-PD-DiT vaccine
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Drug substance

1.

Production step fnuasuiuyniunouudliliseazdnifivmedaoliTuoyny iy
S1vazldenefilLl Condition m199), batch size, Capacitylun1snan
Lf\iu@m’laam%ﬂmﬂ’lim%u S. pneumoniae Master seed, Working seed, ﬂ’li'ﬁzqm&gmﬁ%ﬂ’lu
U3 References standard or material for quality control testing

Specification of methylpentose, specification for purified S. pneumonia conjugate bulks
AITAMAUAATIIRASIAU WHO

Shelf life w84 Poly saccharide Fogafiuisndsnsslinsunuiiuisnue ludewnieugn
Shelf life 7 60 Wiou @ Shelf life ¥84 protein D GLuLﬁaqéfuaufgm Shelf life 7 60 1o
iesnidu Complex molecule §ilsifiinsviianyididaauindnansenudemsainaniaudu
ol

Stability w84 diphtheria toxoid Wuiliusunal formaldehyde qa%mﬁanmmnﬁumu%ma
NIIUEI

Drug product

1.

msazqswamﬁaﬂﬁ%’mLﬁ]umﬁulﬂiu Batch size 994 Final bulk, nsAnwIAUALT ludaAU
Stainless steel

Control of drug product m%%u%wamaaﬂiﬁ%}ﬂLﬂummﬁuvﬁumﬁ update review specification
UBINT review specification, batch size U84 final loti¥udu

Stability of final containers ReTRTEY long term real time stability studies ¥4 commercial lot
A iNNIInTIalRIzide  Sterility, endotoxin Tunsnwistability of S. pneumoniae
polysaccharide Iumﬂ serotype

Stability of final container ﬁuaﬁlﬁﬁﬁaa&a long term real time stability studies 3 lots TasUAY
Protocol lATu 36 Lhou
WA SOP 351399193k 81mus18n13Nseyly Specification of final container
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Drug substance

1.

fsuounnfisifnseazidenluProduction step Tunndunisudn Polysaccharide von
serotype 53U8aNIWAA carrier protein NnduliilisvazBunveaINswIsuneunistransfer U
fermentor 150 ans lnevelvifinnends

H3usyaaiaue Shelf life 183 Polysaccharide ¥ serotype 71 84 1iau Tauuuionans feya
real time stability data f915auLaTAUATSTIH Shelf life ¥ PS Polysaccharide 84 Liau ety
PS 5 1% shel life 30 wiauy, PS 18C 72 Lhau, PS19 24 Lhiau
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JeeugInfiivun shelf life veq PD v 84 1w

4, EE%JUE]HQJWI%LL‘\NﬂﬁﬁWU’j’l diphtheria toxoid {U3u18 formaldehyde qﬁuﬁanmmuﬁumu
Fuinfudnvazianizues diphtheria toxoid 890157 formaldehydetiisn@uiiAdalaiifiuines
ﬁmumuammmﬁuuéﬁE"J’qﬁmimaaummﬂaamﬁa Irreversibility for release of each individual
lot of purified diphtheria toxoid bulk, absence of toxin and irreversibility of toxoid 3815V
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Drug product

1. pﬁ%uaqapm@'ué’u%amﬂaLﬁmammimaau polysaccharide content by resorcinol HaN1FNNTUN
gousula

2. fFueuanelvideya Stability of final container 1 36 tiou 2-8 C 6lot WUy matrix Tagaziias
foyadl 36 iWeunends nansfiarsanseusuld

2.3 dayainundyIng) Weingn

Synflorix \Ju 10 valent pneumococcal conjugate vaccine Imedl Protein D 1Ju carrier 8 serotype
d9uBn 2 serotypeazURU tetanus toxoid wa g diphtheria toxoid aud iy Faduiiinisvaasu
immunogenicity Tu animal model natewlalgu mice, gumea pigs WU31@11190 induce polysaccharide
specific serum IgG, antisera 9 Hldaiunsadasdde pneumococcus lunirsnaasas in vitro
opsonophagocytosis assay Fadunalandnlunstestunisinide PNeuUMoCcoccus MnNanINAaedE sl
$ududesiinismeans protectionludninnassild dninaassis 2 slintelinmstamgnsiiuvasinduly
finaauifnuidesnisld og1slsAnunisine Immunogenicity enalalldinenisnevaussluaudlddadu
Gﬁaaﬁaﬁtﬂu supportive data only

314 Aluminium phosphate {u adjuvant dn1s@nwdudunisiiunisnevausivesszuugiduiu
Y833NMELAIMaLl clinical data Niaduayunsld Aluminium phosphate fanan?

Toxicology

R ——————
N . o 5 S socrfcd lsin clinical sign Aduniudiy

vaccine byl microscopic, macroscopic change 111 adverse effect gnLiu il white discoloration &4
Fumiafidauarddnvaurnssniaumilounguiilé3u Aliminium based adjuvant @2un15@nw1 Repeated
dose wualdfimnuiaund A15@NEY Mutagenicity, Sensitization potential wadby product ¥o¢ CDAP b
die conjugate-purified polysaccharide 984 S. pneumonia AU protein carrier kag EDAC Fanuinivas
widoegtiesunuarlifimmdufindddfinsAnmanudufiveests 2 ddnam
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nsAnwImMeAdtin Phase | studies
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	1.1 การยื่นเอกสาร
	Synflorix เป็น 10 valent pneumococcal conjugate vaccine โดยมี Protein D เป็น carrier 8 serotype ส่วนอีก 2 serotypeจะจับกับ tetanus toxoid และ diphtheria toxoid ตามลำดับ วัคซีนนี้มีการทดสอบ immunogenicity ใน animal model หลายชนิดเช่น  mice, guinea pigs...


