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Thube miy chi dung theo don cua bac sy.

Doe ki hidimg dan siv dung trnde khi dimg,

Khing dimg qu lidu chi dinh.

Thing bao eho bie s§ nhimg tic dung khiing mong muén gip phai khi si dung thuie,
Niu can thém thing tin, xin hoi y ki b 57,

hhﬁug s dyng thude di qua han ding.

Dé xa tim tay tré em,

1. TEN THUOC

Prevenar 13" hin dich tidgn trong bom tiém dong sdn thuic
Vic xin cdng hop polvsaccharid phé cau khudn (13 p. hip phy)

2. THANH PHAN DINH LUCING VA DINH TINH
| ligu (0.5 ml) eo chir:

]lu:.r:".l thunh t¥p |#* polysacchiarid oda |'l.'.1¢: :..'lu N TTHE 22 ug
IImnr thanh t¥p 3* polyvsaccharid cia pne |'...11.l K hiin 22up
I Iuy ¢t thanh tvp 4* polysaccharid cia L tau khuin 2.2 ug
Higyét thanh tp 3% polysaccharid cia phé cdu khudn 2.1 e
Huyét thanh typ 6A* polysaccharid cha phié ciu khudn B
Huyét thanh t9p 6B * polysaccharid ena |1-]1é cau khudin 4.4 pa
“I.I:].-'EI thanh tip TF* polvsaccharid cia pl'u_ il I-Lhuﬂn 23 ug
}]uj.rr: thanh tip BV* polvsaecharid cia phe cin khudn 22 ug
]Iuth thanh t¥p 4% polysaccharid cia phé ciu khudn 22 ug
Huyét thanh t¥p 18C* polysaccharid ci phé cau Khudn 2.2 g
Huyét thanh 19p 19A* polvsaccharid cia phé ciu khudn 2.2 (g
Huyét thanh tip 195* polyvsaceharid cun phé edu khudn 2.2 ug
Huyét thanh typ 23F* polysaccharid cia phé ciu khudn 2.2 up

‘Chng hgp v protein mang CRM e va ||i;1|.1 phw trém ihém phosphat (0,125 mgp nhim),

1. DANG BAO CHE

Vi xin & dang hin dich doing nhit mau tring ding 4 tiém bip trang bom tiém dong sin thude,
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4. PAC TINH LAM SANG
4.1 Chi djnh dicu tri
Teo midn dich cli dong dé phang netra bénh xim l.*in,r vigm phii vil vidm tai gifis cap tinh gy ra bid
NIFEOCoremy pinemoniae o tré so sink, e em, v thidu nign tr & tudn dén 17 tudi

Tao mién dich chi dong de phong npun bénh xam Jin v viém pha giy m bai Strepwococciy
et o ng i 1om b 18 tudi 1ol [én va ngudi pih

Xemmipc 44 va 5.1 dé bidt thimg tin wo e A bao v§ doi vid edae wp huydt thanh phé cau khudin ey
the,

Vige su dyng Prevenar 13 nén duge auyt cinh dim trén khuwén ciao chinh thire e tinh dén NEUY o
bénh xdm Lin v viém phoi & cic nham wdi khiae nhau, cde bénh di kém tiém dn ciing nhu dic tinh
dich 1€ hge eda cae typ byt thanh & cac khu vae dia 1y khie nhau,

42  Liéu ding va cich dimng

Ligu trinh tigm ching véi Prevenar 13 nén duoe dim trén cie khuvén cho chinh thire,

Lidu dimg

I'ré sor sinh v tre eny ol 6 tudn dén 5 wdi [nnse sinh nhat & 1)

Tré sa sinh 3 digre Gém licy Prevenar 13 diu tién disge khayén ean hodn 1t lidu tink tiém ching
viri Prevenar 13,

Tré = sinh 0 6 tudin dén 6 thang Ludi

Ligs trimh ba Liéu cer ban
Ligu trinh tiém chimg khuyén cdo bao gdm bén lidu, mdi liéu 0.5 ml. Lidu trinh co ban cho tré so sinh
hae gom ba lidu, licu thir nhét thudmg duge tidm Joe 2 thing wdi voi Khodng cich 1i thigy | thing
gitk cae licu, Lidu thie nhil o thé duge cho ding sém nhdt vae lac siu lan bt Lidu B v (lics
nhic lui) durge khuvén edo cho dimg wong khodng tr 1] dén 15 thing tudi.

o
1

Eidwi trtils ol lidw corban #
Hoge, khi Prevemar 13 dige cho ding trong chueng trinh tém ching twimg quy cho tfe so sinh, co
the &p dyng mt ligu trinh bac géa ba lidu, m3i Béu 0.5 ml, Lidu thir nhit ¢6 thé duge chi dirg i
lie 2 thing tudi, licu i bai che dimg 2 thang snu dd. Lidu thar ba (léu nhie lai) dugre kKhuyen cdo
cho ding trong Khodng tir 11 dén 15 thilng i (xem mue 5.1}

[t sorsinh thidu thang (thai kv <37 ugin)

(3 & ser sinb thidy thimyg, 1igu trinh tiém :hun% khuyén cao bao pdm bin ligu, méi lidn 0.5 ml. Litu
trinh co ban chi e s sinh bao gom ba lidw, lieu thic nhét thirmg dinye eho diing e 2 thing tudi vin
khaoimg cich i thidy 1 Lhding gifra cic lidu, Lidu thir nhill cé the duroe che dunpg N bl e sgiu tihn
it Licw thir wr {180 ahdc loi) duge khusén cio cho dime trong Khoang 1 11 dén 15 thdng tudi (xem
e 4.4 vi 5.1,

e
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Tré s sinh v e em wén 7 thang tudi chus 11ém vie sin

11 Fadng fhaci

2 lici, mei hﬂ'u (.5 ml vin khodng efch 6 thidu 1 thinge giffa céc hdu. Tidu thir 3 duye Lhuvén oan
eho ding & widi thir 2.

Ire e fir 12-23 thang noi
2 liew md liéu 0.5 ml, vii kKbodng cach o1 thigu 2 thdng gitts cie lidu (xem mue 5.1

Ivé e veh theidie wida die 2 cdlim I 7 ..'u.'.ilq'
Mot lidu dom (L3 ml,

Lich trinh tiém chung Prevenar 13 cho tre so sinh va e em (rnde do 33 dwoe iém chung vou vic xin
cong hop 7 ding phe cau Khudn (Streprococens preamontae tp 4. 68, 9V, 14, 18C, 19F, vi 23F)

Prevenar 13 chos cing 7 1¥p lwwét thanh b rong vite xin eong hop 7 dong phé edu khudin, s dyng
cuing protein vin chayén CRM |97,

Fre ser sinh va tré em & bt ddu tiém chimg v wite xin edng hop 7 dong ph-:.. cau khudn ed the
chuyén sang ding Prevenar 13 bt cu lue ndo troag lich irinh,

I'ré who (1 2-59 thang ta6i) da dure tiém chiing Jay i .tr.»a.w., viie xin cing hop 7 déng p-’w can .'L.n'm{m
Tré nho duoe xem & da dirge tidm ching iy i bang vac xin eing !‘u;rp 7 dnng phé ey Khudn nén
dunge ticm thém mit lidu 9.5 ml Prevenar 13 4¢ kich thich sinh dap img mién dich véi & tip huyét
thanh b sung. Ligu Prevenar 13 nay nin dLI'J..:FI.- cho dimg i thi¢u 8 tuin sau liéu vic xin e hl.;p 7
diong p-hl.. e khudn cudi cing (xem mpe 5.1}

Trd em vir thicu nién tir 3 i 17 tuoi

Tré em i 5 dén |7 tudi ob the disec tiém midt lidu dem Prevenar 13 néu trink d6 d duge chiing ngin
tﬁ-: thiéa l'l'u;r! lidy vac xin cong hop 7 dong Ak cﬂu khu:m Lidu F"n:u:nur 13 nay nén dirpe cho dimg
toi thién 8 tudn sau liéu viic xin egng hop 7 dnug p-he:- cau khudn cudi cing (xem muc 5.1 ).

Mg lom =18 tudi. v ngudi cao ud
Mt liéu deom,
Nhu i tiém nhie 1 bing moLligu Prevenar |3 tifp theo ehua dige thist lp,

Bat k€ tinh trang chirg ngim rrl'u. cau khudn tnede A5 nhu thé nho, pdu vige ding viic xin

polysuccharid 23 dunﬂ phé ciu khufn dinre xem 1 thich hop, Prevenar 13 nén duge cho diing e
(xem mype 4.5 va 5.1).

Cde divi tromg dae il
Nhilmg ngoon od bénb 1Y AT cid khign ho ¢ ngay co |'|h|"..."! bénh phis cfin khudn xdm lin cao hom
(nhur bénh to bao hinh Lot lidm hode nhidgm HIV} bao g-:::rn nhimg nguin trinde 46 3 duere ching

; %

%
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mgeira tu:u thigu man Heu vie xin poiysaccharid 23 dong phé ciu khuin o6 the durge 1iém thdm 161 thitu
mot BBéu Prevenar 13 (xem mue 511,

{i'i_nhﬂng ngurdr ey ghép 1& bao giie 30 may (HSCT), ligu trinh tiém ching khuvén cdo bao gim [n
Iien Prevenar 13, mdéi lidu 0.5 ml, Liéu trinh co ban bao gdm ba lidw, lén thi kb dirgee cha dimg
trong khodng tir 3 dén 6 thing san khi cdy ghép vin khodng cach i thidu | thang giita cac Héu. Liky
thir s (Tiéu nhée lgi) Buge khuvén cao cho domg 6 thing sau lida thit ba (xem mye 5.1).

Lach dimg

Tiém bap. N tiém wu tién I co ndm & mat trede bén olin dii Teo di ngodi) o é sosinh hode o
delta coa phen trén ednh @y & tré om v ngwin lém,

4.3 Ching chi dinh

Qud min vii cde hoat chdl, vor hit ke ta duee ndo duge 1 k& trong mue 6.1 hofic vivi gisi dde 1o
bgch hdu (diphtheria taxoid ).

Ciing nb voi cle vie xin khic, nén hoin cho ding Prevenar 13 o ede doi uomg dang bi sl cao cdp
tinh. Tuy ohién, khimg nén v hadn vige ém chung do dang méc nhiém khodn nbe, nhir eam lanh

44 Canh bio dde bigt va thin trong khi sir dung

Prevenur 13 khimg dute tiém vao mach mau

Clng nhir vl 148 ca cic 1&:., xin tiém, luon luim cin sdn sang giam sl v didu i y khoa thich hop
phing trubmy hop xdy r bién co phan v& hiém gip sau khi lidm vic xin

Vi xin nhy khéng nén duge tiém bir cho nhitng nguid bi gidm tieu edu hiy co bat ky i loan déng
ma ndo b chong chi dinh tiém bip, nmg co the dirge cho tiém didi da néu lof fch tiém dn viet trdi
50 VOl nguy cor i ro (xem mac 5.1)

Prevenar 13 =@ chi bao v& khoi ¢de t¥p byt thanh SCPIOCOCCUs preumionioe cd trong vie xin vi sé
khimg béc ¢ khdi cae vi sinh vt khic gy biEnh xam lan, viém phoi hiy viém tai giika,

Cling nhir véi bat ky vac xin niio, Prevenar 13 oo thé khing bao v duoc tht ca cde 4| twgng da ding
viie xin phing ngir bénh do phé edn kKhuan #dv ra.

B¢ co théng tin dich & hoe ma nhit & dia phuomg, nén tham khio théng tin tie 6 chire qube gin lign
quan

Nhing nguin bj suy gimm ddp (me midy dich, bat ké do dang si dung ligy phap e ché midn djeh,
khiém khuyer di waven, nhidm virus giv suy gidm mién dich & nguii (HIV), hode cic ngavin nhin
khic, e the by giam ddp tmg khing (he v tigm chimg chi dang.

Cé san dir lidu v an wodn va ki nang sinh mign dich cho mdtsi it nguii bj banh t bio hink Tek
liém, nhidm HIV, hodge duge edy ghep 1€ bio ghe to may (xem mie 311 Khtmg eé div lidu ve an
toan va kha nfing sinh maén dich eta Prevenar 13 cho nhitng nguen trong e nhdm bi suy glam midn
dich die higu kide (vi dy: bénh Ac tnh hode hdi chimg thin b} vi vide tém cluing nén duge xem g6
trén timg ¢ thé.

¥ il om

r_.
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Ve xin ndy cd duedi | mimol natrd (23 mg) mdi Bid, e 1 co bdn Khidng cd nated’,
Tret 50 sinh vA trd em 17 6 tuin dén 3 tudi

Trong cic nl._.hlEn efru Kim shng, Prevenar |3 kich thich sinh ddp img midn dieh véi e ch 13
hayet thanh ed trong vite xin. Dip émg mién dich cho tip huyét thanh 3 sau liéu nhile Iai khang ting
can hom ning 46 quetn st thay sau lidu trinh tiém chiong co ban cho ¢ so sink; chua bigt sir lign yaan
ldn shng ol quan st nay voi sir kich thich sink khi nang nhemign dich cho ryp huyét thanh 3 (xem
mue 5.1

T3 1§ dip dng khang thé chire ndng (hidgu gid OPA (hogt tinh thye Ba) =1:8) vii tip huyét thaeh 1, 3
vid 3 ean. Tuy nhidn, hice g trung hlinh nhldn OPA cia vac Lyp nity thip hon hidu gia cia timg 1vp
huay@: thanh viic xin eon laiz el bidn sie lidn quan lm sing cig quan sat ngy dbi v cong hidn hao
v (em muye 5.1),

Mt si it 1idu dd cho thily rang vic xin cdng hop 7 dbne phé chy khuin {liéu trinh chinh o 3 ||-|;’:|:|j
tao dap dmg i dich e6 the chap nhan dwoe o tré sorsinh e6 bénh 1& baw hinh ludi lidm vid tinh cht
an 1odn trong 1 nher div 1ifu quan s thay & nhitng nhom khing cé nguy o cao (xem me 5.1),

Tré em dil 2 wdi nén duge dp dung ligu winh tiém Lhung Prevenar 13 thich Im:rp viri i i (xem
mye 4.2). Viée sir dung wac Xin ufml: herp phd- e khuwin khong thay thé 1..'15:1._ sir dymng PPSV23
( prieumococcal pelyvsaccharide vaccine - vic xin polysacchand chi 23 hp phé ciiu khusin) & tré em
tir 24 thiang i o 1én bi I:-:nh te hio hinh lui Ilglfl khing e lich, nhiém HIV, ‘bénh man tinh hodic
nhimg tre by suy grim mien dich dan t‘cn nguy ¢ cao hon mic bénb xim o do Shreplacorcus
poetamoniae, Bit e khi o dirge In:hu'mn cdo, Iré em oo nguy oo 224 thing tudi v dil ding
Prevenar 13 nen dugre ding viie Kin ]:u]wuc:hnnd Phé cin khudn 23 dong. Fa’._lmang l..a_{:h gilia vac xin
cimg hep phé ein khudn 13 ghi {Prevenar 13) va vac xin poly s.,-u,chund 23 dbng phl. ciu khuan khnng
duec it hom 8 wdn, Khang c6 dit ligu che thay vige cho dang vie xin polvsaccharid 23 dong phé céu
khwdn & tré em chum tiém ehing bode & tré em i tiem ching Prevenar 13 ¢6 thé dén dén giam dap
g voi cac lica Prevenar 13 san 36,

Nén xem xét nguy co e thé bi ngimy thi u’l i ¢du then doi ho hip rong 48-72 tiéng khi dp dung
Ligw trinh tiém chimg chinh cho tré s sinh ml thicu thing (ra déd <28 tudn mang tha), va dic biér Ia
cho nhimg tré cé tién sir hé hip chua phat tién. O nhém tre s sinh nay loi ich ching ngia 1a cio, do
do khing nén bo qua hode tn hodn tidqm ching.

Vi cae tip huyét thanh ed trong vie ain, kKhi ndng bao vé neilma vidm Lol gitm duge dir kien 2 ﬂﬁp
hem kha ndng bt'u:- Vi llgLI:.l bénh xim lin Vi vidm rai mid 1B do nhittn vi khuin khéc ngoal cac typ
huayés thanh rth cau khuan c6 trong vie xin, kha ning bio vé naim Uit ¢ cde tinh trang vidm tai giita
dyt kien 52 thip (xem mue 5.1).

Khi Prevenar 13 dupe ding ding thid véi Infanrix hexa [[.'I'H-‘uvl-IH"'- PV HIb). mie di phén um,_ sl

turcrttg tr mhar phian dmg s dinge quan =41 thisy khi dimg véc Xin ¢Ong hop 7 19 phé cau khudn dbng
thin vim Infanrix hexa (cem mupe 483,

(uan sit thay tAng 19 1€ bdo cho eo gifl (kém 501 hode khong kémsit) vi com gidm phin (ng - giam
triromg I :H] IF:l khi cho diing df‘u‘.;; thin Prevenar 13 v Infanrix hexa (xem muye 4,85,

- df:_,.r‘"'

(] al
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Mén bt ddu didy tr ba s1 theo hwdmg din dicw i dja phuong cho bi rii logn co sidt hode ¢b tién
st oo gidl do 581 vi chio mol té e nhén Prevenar 13 cung v cdc vac xin chit & bao ho gi todn
phiin.

45 Tweng tie véi ede thude khie vi cie dgng twong tic khie
Tré s sinh vil ied om Hr 6 tafn déa S tubi

Prevenar 13 e thé duge ding cing |Ge voi bt eir khing nguyén nas rong cde vic xin sau day, hoge
I v xin don trj hay vie i phidi hop: bach hiu, vhr vin ho gi w0 bao hay todn t¢ bag,
Haemaplilus influenzae typ b, bai Tidt thé khong hogl dng, viém gan B. (xen mue 4.4 dé bidt hurimy
diin v Infanrix hexa), ndo mo cdu thude nhém hoyér thanh ©, siti, guai bi. rubella, thiny diu v vie
Xin 1ot virus.

Prevenar 13 eling co thé dupe ding cling lde trong kheang 1223 thang v viie xin polysaccharid
nffo mé ciu nhim huyét thanh A, C, W va Y lién e ol giai dic th udn vin cho tré em da el tiém
clibng cor ban viri Provenar |3 {theo khoyén edo tai dig phuromg )

Dir higu tir mat nghién elry 1im sane sau khi thude liu hanh ¢anh gid dnh himyg cia vige si dung
thude by st (ibuprofen va paracclamel} de phong bénh 18 dap img mién dich vii Prevenar 13 goi ¥
rang vige cho dung paraceiamol ding thoi hode Irong cing ngay 1iém chung o the Fm giam dap ang
mién dich doi vei Prevenar 13 sau ligu tinh cho iré so sinh. Bap fing voi lidu nhdc lai dimg & 12
thang tudi khéng bi duk hrdng. ¥ nghia lAm sing cla qusn sat ndy vin chira dwoc hid

Tre em va thidy nidn w6 déa 17 tudi
Flign khong cd dir 1iéu vé vige ding ddng thir voi cie véc xin khac,

Ngurisi |om tir 18 dén 49 tudi
| lign khdng ¢ dir Ligu vE vide ding ¢dng thir v ede viie xin khac.

Mewdi Wm tr 50 i iy s

Prevanar 13 eb thé dwge cho ding d:":rng thivi v&i vii¢ Xin cim bat hiogt bda b tip {TIV) theo mia.

Trong hai nghién eiry thige hien i ngmn 1im tudl tr 50-39 vi 65 tuoi trer [én, di chimg minh diroe ting
Prevenar 13 co the duge ding dong thir vidi vite sineim bift hogt ba déng | TIV). Ciie dip img dii viti
ci ba khang nguyén TIV 1 uremg ne khi TIV duge cho ding dom dae hedie dong thid vdi Prevenar 13

Khi Prevenar 13 duge dung dong thin véi [TV, ddp oy midn dich d6i v Prevenar 13 thitp hem <0
v khi Prevenar 13 duge cho ding dom dise, tuy nhién, khimg co tac dgng Lo dai déi véi mire Khang
thé trong tuan hodn.

Trong mit nghidn einu thir ba & nguen lm tuds 1 50-93 tudi, new ln.qi'ﬁ chimg minh rémg Prevenar
13 co the dure ding dong thivi v vie xin ciim mi kKhing hoat hva bon diong (Q1V). Prap tng mién
dich doi vixi tir ed 4 chung {1V khéang thip hom khi Prevenar 13 dige dimg dbng thisi vai IV so voi
khi QIV duge che ding &om dac

Brap img mién djch &6i voi Prevenar 13 khong thip hon kki Prevenar 13 dirow diing ding thiri vi
IV 20 v6i khi Prevenar 13 dirge cho dimg dem die. Tuang ti nha vige tiem ddng thivi vir vie sin ba

o

it

k-
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aia, dap img midn dich 35 vii mét 56 19 huyés thanh phe cfiu ka thilp hom khi b viie xin dure tiém
diing thir.

Chun e danh pis vé vige sirdung ding thisi v e loai viie xin khic,
Céc loai vile xin tiém khic nhau nén duorc tiém i cae vi i tiem khae nhau,

Vide sir dung dong thai vae xin Prevenar 13 v viie xin polysaechand 23 dong phé ciu khuin vin
¢hira duge nehrén o, Trang ede nhiés ei lam sang khi Prevenar 13 dhgre chung ngira | ndm say
khi tigm vie xin polysaechurid 23 déng phé cdu khadn, dilp img mien dich thép hon dai v it cd che
tvp s wii khi Prevenar 13 duge nem cho nhimg doi twemg clura ching ngi v vie xin
pelysaccharide 23 dang phé eiu khuin, ¥ nighin i sang etn phat hidn nay 14 chun .

4.6 Anh huimg din khi ning sinh sin, phu nir cé thai va cho con ba
Phu nir eé thai

Khong et dir lidu tir vige ding vie xin cong hop 13 dong phé cdu khisdn & phy nir mang thai, Do da
nen triinh ding Prevenar 13 trong the kv,

Thar] kv echo con bi

Chua bigt ligu viie xin cing hop 13 ding phe cau khudn ed G681 vio st ngadi khiing,

Bba ning sink s

Neghien eiru tén ddng vit khing cho thiy tic dyng ¢6 hai mpe tép hay gian tidp lign quan dén die
tinh sinh san (xem muc 5.3).

47 Auh huimg 1én kha nang G xe vi viin hanh may mie

Prevenar 13 khing anh hwomg hode danh hiong khing ding ké 1én Khi ming lar xe v vin hinh may
moc. Tuy nhidn mél 56 tée dung dé cdp trong muc 4.8 ca thé piv anh brimig tam thd 18n kha nang 1§
xe hodic vin hinh miy moe;

48 Ciic the dyung khing mong mudn

Phin tich 1y 1¢ bdo edo sau khi liru hanh thude cho thiy e khi nang @ng nguy co e i, kém sit
hage khing kém s, v com glim phan img - giam trisomg lye (HHE) khi so sinh gl ode nhom duge
bao cho dimg Prevenar 13 cung Infanrix hexa véi cie nhom e bao cdo ding riéng Prevenar 13,
Chie phin img kit b dwoe b ¢do trong nghién e lim sdng hodie wr kinh nehiém sau khi thude g
kirth eho moi nhan tudi dume 118t k& trong mye Y thee phin loai theo bé co quan. theo trinh 1 tin
sudt va muc dd nghiém lrong pidm din, Tén sudt duet dinh nehia nher sau: v thermg gan (=1/10),
Tharomg, gp (217100 dén <1100, it 2Ap (211,000 dén <1 /100), hidm ap (10,000 dén <1/1.000), 5t
hiem gip (<17 10,0009, chua biét (ehiing thé e lupeygs o i it sdin ed),

T ser sinh vil tg em i 6 tudn dén 5 tudl

-._'.l;

T
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Tink an todn cia viie xin & duce danh gid qua cde mghicn ¢ |Am sanyg L klt.m sodl viri 14267 IH:!u
diege dlimg trdn 4420 (ré sosinh khie manh tir & tudn tuisi e chibrg agim lin v va 11-16 thing tl.ll.'!'l
hise dunre Biém lida nhde loi. Trong moi nghidn e tén ié so sinh, I"n.-wn.:r 13 dupe cho ding dong
thid v cide vic xin cho ré em Churdmg quy (sem me 4.3),

Tinh an tobn tén 354 ed em (7 thang dén 3 i) trede dé chira duce ching ngtia efing 48 duge dink
gk,

Céde phin ime bdt loi thuimg gip nhit & 1w 0 6 twdn dén 5 wdi 14 phin dng @i chd tiém, st khi
ehitl, gigm cim gide tham an, vi thag v Chade giam ngl.

Trong mit thi nghigm lim sang dung vie xm efng hop 7 dong ph: ciu khuin o tré so sinh dige Hém
chiing ¢ lira tuoi 2, 3 v 4 thang, phin (mg :.ut = ARC duge hao eho vai 1y 1§ cao him & ted so sinh di
disng viic win chni hop 7 ding phé ciu khuan dong thiv wiri Infantix hiexa (28.3% dén 42,3%) s0 v
e ey sl chi dunE Intasrie haxa :1,,6% e 23, 19, Sao lidu nhau., laror 13-13 thimp i, ty 1é sit >
38°C 13 50,0% & tre so sinh da ding vic xin cdng hop 7 démg phié ciu khuin déng thirl v Infanris
hexa, so v 33.6% O tre sor sinh chi dimg Infanrix hexa, Nhimg phin Gong ndy da 500 mire g vim
phis {dindi hofe bang 39700 vi thodng gua.

Tang 1y 1& phin dng tai chd Gém dwos biio ¢do & 11 em trén 12 thing Wi so v ty 18 quan sdt duee o
e sor sinh trong 1i¢u trinh co ban voi Prevenar 13

Phiciat s bay fod gii nhen e cde nehidn ai fdm s
I rong ciic nghién curu Lim simg, tinh an todn coa Prevenar 13 1a trong by ven vile xin eimg hop 7 dong
phe ciu khufin, Cac tan sudt disi didy dum trén che phan img bt loi ‘thu duoe 1ir cic nehién cum Wm

sdng cun Provenar 13

Rii lown hé mian dich:

Hitm gip: Phan (mg qué min bao gém phit midl, kho thé, co thitt phé quén
G 1o hé than kink; ; _ )

L gap: Co pidt (hao pon co pigt do sot)

Hiém plip: Com giam phan tmg - gidm trromg Tge (FTHE)

Réj loan tidu hia:

Ral thubmg giip: Giam chm pide thim dn

Thirimg gip: MNan mire; tidu chiy

"_I'I-.uimg gap: Phﬂt ban

It pho: May day hofle ban gifng may duy

H;:"!i loan chung vi) i ch tiém,

:!'E{/"'-
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Rat thudma L1 sor; kho chiu; bat k¥ loai ban Ad nfo 141 chd Ilﬂ'l'l-. chai elma/sime hay dan
nlulr-:s'inb nhay cam; budn ngl; @idm chit lrong eific ngi

Ban & @i chd tiém hay chai cimy/sung 2,5 cm - 7,0 cm (san Fiéu nhiie Igi va o
e Lim bom (2 dén 5 wdi

Uhiréeng pap: St = 30°C; pidm khé ning vén dimiz tai ehd tiém vie xin (do dau); Ban 0 1
chid tiém hay chai elmgfsung 2.5 em — 7,0 em {sau Héw winh tém ching cho tre
0 sk

It gap: Ban do tgi chd iém, chai eimpfsumg > 7.0 e khoe

Pl sz bit fod whi whide san B thudie Jiea i

Mie di nhitmg tée dung khing mong mudn 2au dity khang duw: guan sdt thay frong céée thir nghiém
ldm sing cin Prevenar 13 trdn r¢ so dinh w4 tré em, ehiing viin duge xom 13 tic dyng khing mong
o elia Preveniar 13 dya trén bdo wio troag tratd nghiém sag khi beu hanh thudo.

Vi nhimg phan img ndy dirge ghi nhin tir ¢de bao cdo y nguvén, nén khing thé xde dink dupe {60
audt va do da durre xem | khing xéc dinh.

Rdi Joan médu vé hé hach bach huyét: .
Benh hach bach huyét (1ai chii & ving ém ching)

Réi loan hé mién dich:
Phan iy phdn vé/dang phan vé bao gdm sde: phi mach

i lopn da v md duwoi da:
”i]l:g ban da dang

Ridi koan chung vi tad chd tiém:
May day 1al chd tiém: vidm da tgi chd tiém: ngira tai chd Gém: 46 da

Thong tin bi sune & cde phoy _ﬁgli tucnge dac bigt:

Mgirag thir 0 tré sor sinh rat thide thang (thai k <28 twin) (xem muc4.4)

Tré em va tharh thigu ain e 6 dén 17 i

Linh an toan di duge danh pia tén 592 (ré em (294 tre tr 5 dén 10 tudi tnede divy di diege 1ém “hung
v il bl mign 1icy Prevenur vi 255 treé mrog & tudi tir 10 den 17 chus dupe chiing ngta phé ciu).

(e the dung phu thuimg gip nhit & mé em 4 thanh thidu nién te 6 dén 17 mi 14

I hurimg gip: Dau dan
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Rbi loan tidu hoa:

it thimp plp: Ciiam cam gife thém dn

Thudmg pap: INon mit; bésh Géu chay

Réi loan da vi md duwii da; ) _

Thudmg gip: Phiit ban; noi may day hode ban gidng may dlay

R loan ¢hung vi tgi chd tigm:

Rat thuimg gip: Rho chiv: Bat k¥ lom ban 86 nio tai chd tiém: chai cimgisrng hay dau

nhire/ting nlmj.'i-:mn'. budn g pidm chit liromg gide ngd; ting nhay cam tgi
ehd tém (hao gdm gidm kha ndng vin ding)
Thwong gap: it

Crie phin tng bdt lei khide xay v e so sinh va teé em th 6 tuiin dén § wii cling eb thé dp dung cho
nhdém tugi nay nhung khdng thiy trong nghién e niy, o6 the do o& miu nhe.

Lhdng tin b_ifLEung i ¢he nhim r_!rf]j g die bist:

ré em va thidu nién bj bénh té bio hink lui liém, hifm HIV hoge cly ghép 1€ bao go 130 miu o
tEn suat phiin dng bat bl teomg te, ngogl ol dae Ao, ndn mirm, Géw chay. soL mét maoi, duy khop vi
dau e rilt thidmg pgap,

Nguréri 10m tir |8 tudi trer Jén
Tinhan toin &8 duge ddah pid wong 7 nghién ciu 14m sang bao pom 91,593 nguwii Iom wr 18 dén 101

1, Prevenar b3 dige cho ding & 43806 nawii 1on; 2606 (5.4%) tir 30 dén 64 wdi, vi 45201
(92.8%} tir 63 tods o Iéa, ML trong 7 nghién el co mdl nham ngecr 16om {r=809) tir 18 dén 49 wdi
43 duge 1iém Prevenar 13 v rude d6 chua dinpe ching ngira vie xin polyssccharid 23 déng phé cin
khudn. Trong so nhimge nguiv dirge tidm Prevenar 13, 1.916 ngwid 1om tride 46 di dirge ching ngina
vac xin polyssccharid 23 déng phé cu khudn it nhit 3 nim trude gt ching ngim nghign cinl, v
46890 ngurd 1om chum duge chiing nigin v xin polysaceharid phi ciu lkhidn 23 diang.

Cih xu huimg gl tin sudt phin dig bt lgi thdp hom i liea tudi e hors nguin |ém =65 wdi (bdt ké
tinh trang chimg npits phé cdu lu‘ullﬁn trunke o b the naa) bao cdo 1 phia tmg bt gl hon so vei
g 1o tre tadi hon, phin tng it ol thadng gdp nhdr 16 o nhimg nguwin we, 1r 18 dén 29 i,

Nhin chung. edc win suft 1 tremg e cho moi nhém tudi, ngogi e nbn min 14 v thistmg gap (=1/H)
o ngueiri [im 1ir 18 &&n 49 twdi vit thubmg gdp (=1/100 dén <1/10) & cae nhdm widh khac, v st 14 ri
thuibng gap & ngudi Idm tr 18 dén 29 wol va thutmg Lip o cde nhom woi khis. Bao nhie/téng nhay
v nghiém trong tni ohd férm vt han chd vin ding einh tay nphidm trong 14 e thuimg glip & ngudi
fern 1 18 dién 39 wdi vt thinmp glip & ehe nhom tuai khic

Phn g bl bt ghi nhin i cde rfticn cren ldm sang

Phan img @i chd iém v 1ac dung todm thin dugre ghi nhdin hing ngay sau mﬁi iin elng ngira trong
14 npay trang 6 nghidn cim va 7 ngdy trang nghién clru ¢om laf, Cie tin sudt sau ddy dim tron cie
phan img hat lgi dunge ddnh gif trong cée nghién cim lim sing cia Prevenar 13 & nguren lém:

o

Ih
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Rg’ 1 loan chuven hoa va dinh duimg,

Rat thudmg pap: Giam carm gide thém fin
R Joan b thin kinh:
Rat thuémp o Brau diu

Raii loai tiéy hoa:

[an thudng pip: Tigu chay, non (¢ npuda i i 18 dén 49 1win)
Thisémg gap B (& ngutin 16m tir SO tdi tnd lén)

it gap: Hufn pin

B.ﬁj loan hé midn dich:
It gap: Phan img qué mian bao gom phi mat, khé thér, co thi phi Yudn

Roi Inan da v md dui da:
Rét thuimg glip: Phat ban

[-:Q'[ loan chung va tai ch tiém:

Rt thuimg pip: Cin lanh; mit méi; ban 46 tai chd Gém, chai cimy/sung tai chd tiém: dau
nhirefitng nhay cim tai ch tiém (dau nhiretang nhay cim nghigm trong it
thircmg Eg:ap & nguin imhr 18- 39 wbi); khd nang & Fh“:r'é'll cinh tay han ché
thun che kha niing di chuyén canh tay nghiém trong rit thatmg gdp & nges Jom
i 18-39 i)

Thurdmy pap: St (e thuimg gip o npuwei lm 1 18 — 29 tudi)
It pap: Bénh huch bach huyet tgi chd & ving tidm chimg
Rai loan cor suong va méd [idn kit

Ruit thanimge gip: Prau khap: dau co

Nhin churg, khong quan sit thay khae biét r rdt trong tin sust phan {mg bit lei kbi Prevenar 13 duroe
ding ¢ ngudi 1om trieoe do 38 duoe ehing neia vie xin polvsaccharid phé ciu khudn
Thong tin bé sune & cae nhc'up__d&i wnrme die bidt

Migudr 1ém nhiém HIV of tin suat phan (mg bt i nrong te, ngoal trir st va nin 18 et thuemg gip va
budn nin 4 thadime glip.

Mg |-|r".":1 dure efiy ghep 12 bap gu‘u.: Lo Tk €0 1in st phile tmg bal len treng w, ngoa i st vi
mom L rat thudmg g,

{umm st thay tin sufit cao hom & mdt sb phin dmg todn thian khi Prevenar 13 duge cho ding ding thin
vin TIV s0 wird Khi TIV duoe dw dimg, ridne (dan ddu, om [anh, phit ban, gidm cim gide them dn, dau

khip v daw o) hofie kKhi Prevenar 13 duge cho dimg riéng (day diu, mét mai, o lagh, giam eam
giie thém an, va dau khip)

=
“r -
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4.9 Qui lidu

Vige dimg qué lidu Prevenar 13 kha cé thé sy rin v thude dge eung elp dudi dase bom tiém diing
san thude. Tuy nhidn, & tré s sinh v e em, 43 e6 hio cio ding qué licu Prevenar 13 djnh nghia 13
nhimg licu theo sau disoc ding gan liéu e hon so vii khuayén nghi. Néi chung, cie phin tng bt
leri dhroe hao eio khi ding qua Heéu gidng v el phin img i bio cdo & liéu diroe ding theo lich
trinth khuyén nghi cita Provenar 13 cho e em,

5. CACDAC TINH DUQC LY
S0 Bactinh duge lye hge

Nhivm duge I hpe, nhdm tr) Ligo:
Ve xin, vi xin phé cio Khudn: ma ATC: J07ALO2

Co ché tie d png

Prevenar |3 bao gdm 7 polysaccharid vo phe ciu khudn wong vie xin cing hop 7 dong phé ciu khudn
{4, 60, 9¥, 14, 18C, 19F, 23F) va bd sung thém 6 polysaccharid mdi (1, 3, 5, pA. TF, 19A), tit ca
eong hop vl protein mang CEMggr, T8 bao B sin xudt r khang thé 08 phan umg virt su kich thich
eoi khang nguyén qua ede eo ché phu thuée va khing phy thude vio 8 bao T, Phan img mign &ch
8 v da sd khang nguvés phu thude vao té hao T vit bao pdm sy phii hep gitra 18 bao CDE+ T vi té
ban B bing cdch nhan dign khimg nguyén theo kidw litn két, Té bao CD4+ T {1& béa T trir gilp}
trisyén tin hidu cho @ bie B mit edeh true Gép qua tuong 1 protein o hé mit 1 bio vA mdt cach gidn
ticp biing cdch giai phéng cytokin. Cée tin higu nay din dén 1 bio B @ng sinh, bigt hoa, va san xud
cite khang thé o -ai lie cao. Tin higu cia 1é bao CD4+ T la diéu kign bt bude phii ¢t cho s san sinh
cae 16 bdo B ton tai lan dit goi 14 wong bao (plasma cell), cae 1@ biao ndy lién fe san xuit nhicu loai
khing the (vGi mot thinh phin 1gG), cling nhir san sinh & bio B aha 13 nhimg t& ban huy déng va tice
ra khing the nhanh ching mét khi dwoe 1i phoi nhigm vid elng mat khéng nguvén,

Tuy potysacchirid (PS) & vo vi khuin khic nhau vé ciu trie héa hoc, nhing chung chia se tinh chit
micn dich chung - phan om & cic Khing nguyén khimg phy thude vie 1€ bdo T, Khi khimg cd 1é bao
T tror gidp, cde 1€ bio B do PS kich thich phdn lon sin NLL khing the 1gh: noi chung khng e6 sue
thuan thuc i lwe doi vii cac khang thé vi té bao B shi khong duge tao thinh. Khi 1 vic xin, PS tao
tinh sinh mién dich thip hay khing 6 & tre sor sinh dudi 24 thing tudi va khang thé tae ra khi nang
nhé mién dich o bat edr e twdi nde. Vige cdog bop PS5 vii mit prowein mang Bilp vargl Gua linh
khing phy thade @ bao T cia kbdng nguvén PS. Cae & bio T dibc higu vin rmluiu mang cung cip tin
hiéu chn cho sy tromy thanh trong phin ing eus 1€ bio B vi sy sin sinh 18 béo B nhir, Vide chuvén
wie P'S cha Streprococens prewmenive (hinh mit khing nguvdn phu thude vao té bio T hf'u_tig lidn ket
chng hda i vid prolein mang co tinh sinh mién dich CRM e lim ting dép omg khdng ths va mo m
kha ning nhé mién dieh. Bidy miy di durge chimig _n‘ti1n]1 iy nén dip dmng rhiie lai kld cho tré s sinh
vl tné nhad tii phoi nhidm vé polvsaccharid eia phi afiu khudn,

Dk ligu trong cde tha nghigm lim sing vé tinh hitu qua

Gianh niing bénh 131 & tré socsinh va tre em

5o
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S preumoptiae b nguyén nhin quan trong pdv bénh i (0 vong 80 nowdtd o it ed cac lia tudl trén
toin thé gidi. Vi khuin ndy pdy bénh nkidm khudn xdm lan, nhir phidm ting huyén vi vigm ming
10, clng nhr vigm phoi va phidm trimg dwéimg hé hap tmén, baa Efﬁm i vidm tal gilra v vilme xoang.
O rré emt hem | thang tuii, 8. prcumanior ld nauyén nhin théng thuimg nhit gy bénh sdm lan, Hon
90 typ huvdr thanh khie nhau ¢a 8 prermomize di diroe ahin dicn, khae rha cit vé thanh phin coo
polysaccharid o Iop vi phan ima véi hu_'f:"."t thanh lin kha nang gay hénh, da s bidnh xdm lan do mi
50 1t t¥p huy@ thanh gy ra, Tin sudt tromg ddi cia ede typ hurét thanh cia phé cdu khadn giy bénh
sém lan & e em thay €0i theo khu vire dia 19, nhung &3 khd dn dinh theo thin gian. Tai M¥, cic tip
huyet thanh gy ra di s bénh it vilo thip nién 1990 1a cor so cho sy phit trién vie xin céng hip 7
deng phe eda khudn vi hao oo cae typ: 4,618, 9V, 14, 18C, 19F, »a 23F,

Prudie khi 06 vde xin eing hop 7 dong phé ciu khudn, 1 18 mic bénh xém lin do phé clu khudn
(mvasive ppeumocoeea] discase [IPD]) & trd em dudi 2 tudi 14 Khodng TRO-200 ead 1 00000/ mim, v
i I tir vong ting qudr theo en wie lwong J 1,4%. T1 12 vigm mang ndo do phé ciu khudn giy ra trong
nhém wai nay woe lugng B khodng 7-10 ea/T00.000/ nim, vii 1§ o veng hién quan khoing
895-25%. Trong 50 tré sbne sOL ¢ mdt G 1€ dang ké bl dj @ whm rgng, bao gom chiny phar trién,
dgng kinh vidice, Sau cimg. néi chung bénh viem phii dom lhlﬁn khéng duere xem la bénl s lén,
nhung nd o the & kém vl nhiém tring huvét kay o the bj bién chimg do syt xam nhip cuc b voi
mi viem vio mot khoang w6 ming wong diéu kidn thing thireme: ca hai kidu bide hign viém phéi xim
lan niy deu tram trong hom vil e 1 18 bénh v 1 vong eao hon mit cich dang ké so véri vigm phéi
khing xdm lan, ngay ed o e em. Trisve khi vz xin ofng hyp 7 dong phé cla khuin duoe cip phép, b
g viem phéi wde hugmg duge & trd em dudn 2 ol 1a 24/ 10.000. Tré em o nha tré ed nguy oo mic
bgnh IP'D thng, cing nhy tré em co bénb suv@n, ddi thao dsimg, we em bi suy giam hé midn dich vi
giam bagch cau trung tink, khdng co lich, bénh 1é bao hinh Iui ligm, i loan mién dich b thé vi thé
dich, nhidm virus gdy héi ehimg suy giam mién dich mie phii (HIV) hay bénh man tinh sin 6,

Ve xin chng hop 7 dong phé cu khuin duce cdp phép tai M3 cho me 37 sinh va e em ndm 2000,
sau mdt thir nghigm ldm sanp npdu nhién, mo doi wén mot quf&n thé da ching e i Northern
Cahfornia Kaiser Permanente (NCKP) t thang 10/1995 dén ngay 20/08/ 1998, trong di 37816 1é sor
sinh dugre phan nhim nghu nhién dé nhin vic xin cing hop 7 dong phé ciu khuin hay vic xin déi
chitng (mat vae xin cdng hop dimg cho nghidn cim thude nhim ming ndo cio C [MnCCJ) o2, 4, 6 v
12-15 thing tuai, Trong nghidn el edy, tink hidy qud ciia vAe xin cgng hgp 7 dimg phé edo khudn dé
ngim benh xiim lin do 8. premwensiae pity rit trong nhimg trudmg bop niy tich [Gy trong thid gian niy
la 100%s trong i hai phan tch theo d& cuong va phin tich theo du dinh didw tr {intemion-to-treg) -
FIT) (n lupt oo khodng tin ciy (C1) [ 95%, 75.4%-100% va §1,7%-100%), DiF lidy (hu thilp qua
than gian theo 4 kéo dai dén ngiy 2000471999 cho thiy nhimg két qua toong tr vé tinh hidy ipusit 1
97.3% trong phhn tich theo de cuong va 94,4% trong phin tich theo dy dinh didn 1, Tie khi ve xin
dupe gion thigu, mire gidm 98% o bénh IPD do cic 1$p huyét thanh eb trang vie xin dF duge guian bt
ir tre em nho hon 5 Tt cho den hét nam 2008, didu nay chimg minh higu qua eao cia v xin cong
hop 7 diong phie el khudn khi sir dung thuimg quy, Trong khi the dyng cia vige sir dung thuimg quy
vac xin cdng hop 7 dong phé ciu kKhudn & Ire 50 sinh v tre nh b déng ke, voi sy logl ho hi nhit
todn b o typ huyet thanh cd chita rong wiic xin oy, mit sy gia ting tuomg Xng ciia cic tvp huvél
thunh khie gay nén 1PD d8 duge quan si thidy (tinh then phin tréiim g ting bénh con lai). Néi mdn
cach ey theé, trong khi tip huyér thanh 194 la logi huyé thanh gy hénh 1P1} phé bidn thir chin duoe
phin 1dp tai M# e khi viie xin edng hop 7 dang phé ciu khidin duoe @it thidu, then ca gifn sl
coa Trung tim Kigm soft va ngdn neda bénh (CDC) vi gidm =it dde ip. th ndm 2005, tp huvél
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thanf 19A di tro thimh leai huyét thanh phé Gy Rhudn chinh gdy béoh IPD & tré em M7, chiém
khoang 30%-45% béah 1PD con lai vio ndm 2005 ¢ tré em didd 3 twdl. D dSi véi viin dé v byt
thanh 19A ngiy chng trir thinh t9p huyet thanh ehi yéu, lai co vin 48 1 wp huyet thanh nay o6 kha
nang npay cing khing nhay ved cde khang sinh thong thudng duge sir dung dau Lién ong didu 1ri.
Hon nira, khodng 66% cae ea bignh I'D duge x€p ol huvét (hanh xéy ra & tré em duci $ wai tir nam
2006 dén 2007 iheo nghidn ciu vE theo d0i e nhin vi khodn hogt héa (Active Bacterial Cone
Surveillance) 13l CDC K do wp huvet thanh 1, 194, TF, 3, 64, v 5 ¢4 trong Prevenar 13 . Trong mie
a0 khiao sit can My moi diy do cic nghién eiu vien khie tién hank, tir 5% dén 60% cic ea hénh THD
con lgi o don tweng 1 em [a do 6 Wrp huvét thanh b sung iy gdy rs,

Nhimg quan sit dich 18 hoe i MF i ki v xin edng hop 7 dong phé ciu khudin shigre zian thidu cho
thiy ring kbdng nhitg bénh xdm Iﬂnl dit thuyén giam mot cach danp ké & e em & tiém ching, di:
bigt binh do tip huyét thanh wong vac xin gy m, d5c bidt bénh con @iam o npudi bon 3 wdi (m
quin thé ma vae xin cong hop khing duge khuyén cdo ding thudmg quy) v & tré 5o sinh qud nh
tudii dé ot tidu chuan tidm ching. Néi ehung, nzuii ta cho ring bénl thuxen giam o ngudi chira duoc
tiém eling 14 két qua cia micn dich nhém hay dnh huimg gidn tiép, ma hién omg Ny ra do vide
bénh ngimg truyén dén cae quin thé 4 b ldy lan khie, va dan dén cpnan =it thay sy thuyeén giam bénh
Long qual trén quan the. Trong tridmg hop ady, tinh mién dich nhom duoc quan sit & quén the chu
duge tigm chung vi kKha ning cua Ve Xin edng hop 7 ding phé e khudn nean chan vide truyin phe
can khudn 1 té em d1 tidm ching den edc dav mdi tigp xie chua tidgm ching, Ngwdi tw du dodn 1 ng
52 0 dip img Iromy by trquiin the lidn quan dén Prevenar 13 khi ding thudmg quy.,

Su dong pop chinh xde cua 8 prewmoniae vio bénh viém phéi O ¢ em khiing dirge higt vi thiimg
khing thé xdc dinh vi sinh vit gdyv bénh, Trong cdc nghién el & 166 em < 5 wdi bi viém phéi mic
phiti tai edng dong {(communily-sequired preumonia [CAP]), ma vide chin dodn duge thir bing céc
phueng phap huyet thanh hoe, xét nghiém khitng nguvén, hay dit [iEu nudi ciiy, 30% cdc ca dugﬂ:}:ép
loai i wldm phoi do vi khadn gdy ra, va 70% cic ca ndy (21% trén tong cic ca CAP) duge tim thiy a
do S prewmorice, khién nd o thanh nguyén nhin phd bién nhil giv vidm phdi do vi khuin Lrong
nhim i) nay. Tuy nhién, nhimg quan sit eo duge tir khi vée xin edng hop 7 ding phé cu khudn
duoe gidn thigu cho thay ding S prermoniae, dde bi®t tvp huyeér thinh cia phe ciu khuin trong vic
xim, [0 nguyén nhin giy ra ginh ning ding ké cho bénh CAP & 108 em va vae xin edng hop 7 dong
phit ciu khudn ed hidu qua trong vige ngan ngira bénh CAP & tré em. Cu thé, s xem xét oo s di lidu
ditmg trong, bénh vidn tai M cho thiy sy giam tir 39% dén 52.4% cic ca nhip vién vi viém phdi do
mipl nguyen nhin, v su gidm (o 37.0% dén 65% cac ca nhdp vign Jduge mi hoa L viem phéi do phé
ey khudn gy ra, & e em dudi ol Lrong Khi tnedmz herp vicm phoi Khing ed Mién chimg noi
ehung duge xem l4 bénh khong xim ldn, viém phdi do phé ciu khudn o thé bj bién chimg do nhidm
rring huyel va cde bigu hign xdm lan cue by, gom ¢d viém mi mang phil vi heai tir phai Cde quan
st 131 My tir khi viie xin cong hop 7 dong phé cau khodn dige gidi thidu eho this rng trdmg hop
viém phoi xam lin c6 |'|'iél_1 chirmg o the gia g va nhimg béu hidn viém phéi trdim tong hon oo kha
ning cao hon Liéo quan dén ede t9p husét thanh trong Prevenar 13 (1. 3, 194, v 75 1vp huvél thanh
3 dliie bigt li€n quan dén vicm phii hoat .

Struptacocens pregmonias ciing |6 npuyés nhan chinh gy vo bEnh khidng xidm lan & tré e, déic bidt
Bi Bénh viém tai gita odp tinh, Viém tai gith cdp tinh 18 mdt bénh thémg thiwdmg & livs wdi nhi déng,
van trén 60% ird cm il qua mét con bénh khi dén 1 wdi va trén 9025 100 em qua mot com bénh
khi den 5 i, Trode khi MY 2idi thidu vic xin eing hop 7 dong phé cau kKhudn vie nam 2000, ¢

14

b



https://trungtamthuoc.com/

LMD Tt r Frredumoctead! polvssocirrde sveabpie (T0 Pabenil - Proveima- L1 PR
LA are: §8 Clod 2077

Cionmitrr. Viedarony

Mefereroe K0T S effeciene dovd 20 Mo 21T

R e it £200% vwcedam 24 i1 Heferene CO8: e 13000 2017

Lhﬂ-lnf_.'. 24,5 triéu lan wkhiam bénh ngoai l-.hua va 490,000 thu [hua'll. méng nhi hﬁng cach dit ing 1 do
viém tdi gitra gdv ra hing nam. T3 16 mic bénh vigm i gitta cip tinh cao nhit 1 twdi tr 6 dén 18
thang. Bénh viém tai grim it gap bom, nhung oo xdy ra & e em 1dm hem. Trong bén bao cao winm st
nam 1990 cla CDC wén teé em tir 2 dn 10 tudi, béah viem i il 1 bénh chinh dwoe chan dodn
thing thutmyg nhit. Cic bidn chirng cia bénh viem tui giita cip tinh gﬁm oo chay dich keo Jdi o I.Eli
gitka, viem tai giira man tinh, it thinh L,HIL tam thin hay n.hﬁm néi v, néu hhnng chita tri. ¢ the ditn
dén che bénh iram trgng hon nhie 1 viem XU g chilmi v viém mang nao. 8. premmoniae 1i nguyén
nhan quan krong ey ra bénh viém i i cap tinh, Diy 18 vi khuan giv beénh thmmg diroe phidn ldp
niuit tir ekt dijch o i gitt vi duge nhin dign trong 20Pe-40%s rJn, vi khudn dige cay trong chit :lir.h
& i itk of bénh viém tn @it cip tinh, Viém 8] gita do phé ciu khuan oo lién quan dén ty ¢ by st
cae hom vl it o6 khd nfing tr héi phuc hon L3 bénh viém tai gitm clp dah do 1 er.‘-'u.-_u zae hay
A cirterrfatis kbng phin lu.;u gdy .

Tinh hién qui ena viie xin eing hgp 7 ddng phe ciu khudn 457 vén bénh viém tai g.i‘m dmu denh gia
tl"l.'rl'lujgl 2 thir nghiémn lim sang: mét thir nEhHEm ¢ 106 s sinh Phidn Lan tai Vién quie gia vé sirc k]'“'-.t
cong ding va thir nghi¢m mang tinh nong ¢dt v& tinh higu qua o e so sinh MY g Northem
California I'-iaJSn.r Permanente (NCKP). Thir nghigm viém tai gura Phin Lan (F M) [ mit this
nghiém ngin nhién, mi déi trong 46 1.662 tré 5o sinh dirge phéin bo dew ngiu nhién dé nhin vae xin
cang hep 7 déng phé can khuin hay vie xin &8 chimg (v xin viém gan B [Hep B & i 11uri 2.4,
6, va 12-13 thang. Trong nghién ciru niy, pho Im_',.rnh e i tham dir nghién ciu duge véu chu dem
o dén cic trung vim nghidn ciu new tré bj nhidm tring dwémg hé hﬁp hay ca cae trigu ¢hirng che
thity bj viém tai gidra ciip tinh. Néu chin duén 13 bénh viem tai gilka cap tinh, s& thue hién thi thuf
choe mang nhi va Jay chit dich trong af gite d& nudi ¢y, Néu 8§ prrermomiae duge phin lp, vide
r.nha.u loai np I'tuwil thanh e thue hign: tiéw chi dinh gid chinh [3 tinh higu qua &6 vl cae din
viém tai gita cip tink do cdc 19p huyét thanh ¢é trong viie xin trong quan thé theo dé cuomg. Trong
thar ngl'uem NCKP, tinh hifu qud cia -ﬂt: xin efng hop 7 dong phi mu khudin d6i v viem tai gitta
durge dinh ma oir ic 1h1r nghidém Lhm diin vio thing 1001995 dén hét thang 04/1998, Viée phin tich
viem tai gl duge tidn hanh tén 34,146 1 s sinh diroe phin b g |:1h:|¢|| & nhin vie xin cdng
o 7 ding phé ciu khudn (N- l'?lT."'Ur hay vie xin d6i ching (N=17.076) a 2, 4, 6, va 12=13 g
tudi. Trong thur nghigm ndy, thi thudt choe mang nhi tirimg quy Khing duge thl.n. hi¢n va khing cd
dinh nghm chifin nio vé vidm tai itk Juoe cac bae & ngh1ﬁn cint s duub Tién chi dinh gia chinh
V& vidm tal gida 14 tinh hidu e A1 v 11 ol edie dort vigm tai giita & quan thé theo dé curong

Finh hidu qua cia vie xin ching lai cdc d«rt vidm 1ai gifta cip tinh do céae tp huyél thanh cd rong Vi
xin duge dinh g3 trong ther nghidm Phin Lan 13 37% (khodng tin ey (C) 95%, 44-6 -"“‘h} i quau the
Ihee dé curomg v 3459 (L1 930, —II-{}-'I-”iLJ o quan the du dinh dide wi. Tinh hml qua el vie xin dol
vl che dot vidm wm ofit LIl'l.].'F titth do ¢ie t9p huw:[ thanh lién gquan dén vie xin (AA, ON, 148, 194,
23A), cimg duoe danh gid trong thir ng_lw..ln Phin Lan i 51% (O] 95%, 27-67%) & quﬁn thé theo d&
curemp v 4% (C1 B5%, 20-62%) o gu fnt ke dur dinh didu tri. Cth sz ri"mb edio dot vidm Ll git .,_up
tinh khimg ding ké da cae typ huyet thanh khoog lién guan dén vie xin iy ra trong quan thé theo dé
L, I.Ju:u T T mm rﬂn" i em dutre tigm vic :un eing Im:p dimg s cau khudn dmm_., nhwr
oo mguy cor b viém tal gifta gia I"Ing do cde 1yp huyél thanh phé ciu khudn khing ¢b rong vae xin
Dy £ S0 vin e em duge Bem vae xin & chilmg. Tu:r nhién, vife tiém ching bing vic in edng hop
7 dimg phé cau khufn ndi chung giam ¢de dot viém Lai _l,:Er-i do phé ciu khudn iy . Trong thir
nghigm NCKP mi tiéu chi [a it cd cae dit vigm tai glﬂ".l bit ki nguyén nhin, tink higu gua e vile
xin Lan hugt 18 7% (€71 95%, 4-10%) va 6% (C1 95%, 4-9%), trong phin tich theo && cwomg va phiin
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tich theo dy dinh dicu tr, Mat 58 téo chi khic vé viém i gilta eiing dwge dink @i trong 2 thir
nghiém nay. Bénh vigm tai piira cdp tinh i phi, dwge dinh nghia 12 3 dot trong 6 thang hay 4 dn
trong 12 thing gism o mike 9% trong ci quin thé theo dé cuwong va quin the dir dinh diéu trj (C1 95%,
F-13%) trong gquiin the theo 48 cuomg va 1 95%, 4-14% wong quin thé dy dinh didy tri) wemg thir
nghigm NCK™ xu hudmg tuong 1y cung die quan sal & thiv nghi¢m Phan Lan, Thit nghiém NCKIP
cling cho thily muee piam 200 (C1 95%, 2, 35] eac treimg hop can dit dng thivng mang nhi trong quin
thé then aé cuomg vi e gram 21 % (Cl 955, 4, 34 tromg quin thé di dinh didu g, [ licgw idr thir
nghiem NCKP teh iy qua moe thin gign theo dii keo did den npay 201999, trang dd bao gom
1ong 56 37 866 tré em (18925 trong nhém viie xin cing hgp 7 domg phé ciu khudn va 18.941 trong
nhdm di chimg MnCC), cilng che cde kit qua nremig g ve tinh bidu qua vad viem (@ milka dof v 101
e cae tidu chi dinh gia

Twomg o nbur trdd nghigm voi Jil"l'.l: s thuyén mam vidm i it t.irr tinh & duge quan st & My ur
khi viac xin edng hep 7 dong phé ciu Khudn dwoe gidd thiéu nhar mot vie xin ding thuomg quy cho tre
s ginh. Vi thii thudt choe ming nht (¢ chan dodn bénh khiong duge tién hinh thudmg quy tai M§, ed 1t
thdng tin vé sir thay dbi wrong phian 5o cde typ huyel thanh phé ciu khudn giy bénh, Tuy nhién. ket
qua ol ede nghién el gin déy cho thiy cde typ huyét thanh hhing cb rong vie xin cong hop 7
dtmg phe cdu khudn edng 14 nguyén nhan gAY Cang quan trong iy ra bénh viém ti gifta eap Linh
hay cde bidn chimg ¢ (¢ em (gbm ¢ vidm xuomg chim, hign chidm 12% wrong tong 50181 ca céc
bénh IPD trong nghién eire giam it phié i khudin da fruing lm trén tre em M, i1 cd do typ huvét
thanh 194 edy m tir ndm 2006 dén 2007, vit cde 19p huyée thanh khang ¢ trong vile xin cong hop 7
dong ;:hé cau khodn nay nhiéu kha ning cd 1he khang cac khang sinh thong thirimg. Mt chudi ede
ph:‘.: ciu khudn duge phin lap 1 cde mau Ly 1 thi thudgt choe mang nhi duwe thu thip i 5 trung tam
khiip nude M cho thiv tie nhin thing thudmg nhil 12 huyvél thanh t¥p 3, ngodi ra e huyde thanh ¥p
I vit 7 chiem iv 1& nho hon,

Gianh ning bénh tit & ngwivi lin

Streprococcus prewmonine 13 mit mdi de doa léom déi v sie khoe thé gigi. Té chae ¥ @ Thi it
| WHOY) wive tinh rng mibi ndm 16 tricu nguéri chet vi bénh pheé ciu khudn, trong da c6 600,000 dén
BOD,000 ngwdni lom, Bénh phé ciu khudn ci thé duge phin loai theo e dp xdm ldn cva vi khudn,
#ilip tién dodn cac bitn chimg va i veng. IPD due xie dink bing cich phiin 1dp phé ciu khubn
mét neri thikme Bove tring ohu mau, dich nio wy. dich mdng phii, hogde dich miing bung. O nouds
iom, cde bien hign Jim sing chinh ¢ia IPD 14 viem miang nao. nhidm tring huvén, hode vigm phiii
nhiém tring huyér. Vidm phiti ma khing bj nhiém triing hu_".-'lf'l 12 hifu hign nghiém trong thiimg pap
uhdt et hénh khong phal la [P

Nt Jém 1rén 50 tudi, &3¢ bidt By uhimg ngwdi tén 65 wbl. oo nguy it gia tng nhiém phé ey
khufin vir ¢ nhidu kha ning bi mac TPIY hom vod W 18 ur vong, tv 12 mde bénl vi bign chirmy cla 1P
Bia tang, Chc yéu th nguy eor khae cuy bénh viém phoi nghigm wong do phé ciu khodn hao gomm diéu
kién somg va hénk trang ligm &n vén eling co the gap o nhitng nguin tre hom, i dy tir 18 (i i Tén,
Bidy kién SOng co the giz Wing npuy eorcd nhin mie bénh phé edu khuan, die higt [4 ngodi cr it
nhi dufmg 180 hode co so chiim sée dai hin khie. Che bénl lrng o6 nguy cording ké ban i sy ¥
gim mia dich bim sinh hode mic phiis bénh 1¢ bio hinh ludi ik I'II':Ij-l chire nding I lach: nhiém
virus giy suy gidm mién dich & nguoi/hi chimg suy piam midn dich mie phai {HIV/AIDSY: bénh ve
mia de tinh, bénh tim man tinh, bénh phii (hao gﬁm suven), bdnb thin. hofic bénh gan; ung thu; ro i
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dich ndio iy (CSFY, bénh tieu dudimy; nighign noow miin finh hode blc thude 18; cay ohép co guan hode
18 Bdo 130 man; va oy ghép dc 1al. Trong so bénh nhin nhip vién i My, 19 1t vonp trén 16t cd cdc
ca bi IPD viln con eaa (17%-16%5) vit caa hon nhigy & ohid phin nhém bao gom nevid cao wHi, oo
hénh di kim, bién chimg cia IFD v nhip vién o phimg chiim so¢ dje biét, Mae di oo nhirng tidn bos
wong khoa hoe y 16 trong nhiing thip ks quin, < o T it thay d8i v 1y 18 wr vong ké tir khi penictilin
durgre dira vao s dung,

I 18 mde 1PT) dine b0 cdo trén todn thé pidi khoting tir 45 déin 90 tién 100,000, Trrde khi dua vac
xin egng hep 7 dong phi ciu khudn vio si dyung trong Chiromg trinh Tidin chiing Quie gia (NIP), 1§
Ié mudic [P cho nguin Idn cia Canada 1ir 635 wi o 18n dao clongz tr 16 dén 31 teén 100,000, trong khi
O nguil din MY cing 96 Wk o 1@ mde IPD dao dong tr 60 dén 635 trén 100.000 (vir 1% I
PEAMI00.000 duwge ghi nhin trong cac thanh vién Navajo Nation) T 18 mée IP1 cho ngui chiu Au
¢ ol & clng nhiém wudi dao ding tir 41 o Thyy Pién dén 66 trén 100,000 & Dan Mach, voi ty 1
dac Mgt cao duoe ghi nhéin trong cde nhém rdi tén 65 udi, vi d & Hid Lan hoge Anh. Tai M3, 1y ¢
mile bénh o ngedi lén giarm sau khi bt diu tém ching & tré em da duge ghi nhim, co 1& do giam unh
trgng nhigm phe ciu khudn i e so sinh vi By s sang needi lom nhay etm (bao vé nham), Tuy
nhién, 1y & mac [PD & ngwdi [om, dic biét 1a ngwdi cao todi vin cuo, dao dng tir 23 trén 100,000 dén
29,4 trén 100.000. Mge da v 18 wie tinh & ngudi 16n dudi 65 tudi 1 thap hom so vn nhirmg newd 1
i trén 63 tudi, TPE ciing 14 mit ginh ning sirc khoe ehne dong ding ke & ngudi Ion & 46 toadi thip
hom.

Vidm phii i m: trong e bénh truyén nhidm thuime gip shit vit bidu hién lim sing caa bénh phi
cai khusin theimg gip nhidt & nguei Iom, 8 premonioe L nguyén nhin thuimg pip nhit ein CAP, va
duoc wirc tinh I3 chiu tdeh nhiém cho khoang 30% cie 681 ci ede tntomg hop CAP phas nhiip vign &
nguon lom & cac muede phat tricn. Khé sée dinh o 18 mic bénh vidm phdi khong nhidm tring huyét do
5 premmoniae do Khing xae dinh e TI'I-_EHII'I'I bénh gy bénh trong phin lom che ca Tai M¥, trong
néiim 2006, hon 4 trigu tredmg hop viem phdi do 1 cd cie nguyén nhin da diree bio cao o ngirdi ldn.
Tai chiu A, 1y I¢ mac CAP khac nhaw 10y theo quie gia vi thep nhom tudi v mo tririme nghiin
cir, Iy 18 mae CAP cao hon d3 dpe ghi nhdn ¢ cae mude dang phat trién, trong cic nham di truyén
ey thé, wong ede quin thé voi didu kign kinh & xa hoi kém hon vi trong eae nhim voi kha nang ticp
cin dich vy chim soe sie khoe kém hon. Ty 18 -t vong do CAP do it ¢ cde nguydn nhin dao dong
iir 3% dén 15% vi CAP déng gdp mdt tv 1¢ déng ké treng cie ca nhap vién i phing chiim stc dgc
higt {1CLY). Bénh nhin bj viém phai do § preamonize thutmg ©o bénh nghiém trong hon bao gim cd
kha nfing nhidm trime huyél cio hon, ném vign lau hem, nho il chim so¢ $3c MEt cao hon, vty 1§
I vong ea hom, DO v 17D, nguy co viém phii do phé cu khudn gia tang thee dd tubi ty 50 tudi
vi can #hil & ohimg ngwl 265 tuor Nguy co eling gia ting divi viod cac bénh trang tidm dn min tinh,
cy the 1a 1hiE!:l & Yich hode mét ¢hie ndng 14 lach, dai thao dinimg, hen suven, bénh tm mach min
tinh. bénh phoi, bénh thin hode bénh gan, vi nguy ea ean nhil & nhimg pgudi ¢b heé midn aljch 1si fre
chi nhur nhitng ngudi ed binh v& mau de tinh heie nhiem HIV,

Frong khi ede yeu w eom vt chu nhr (i tie va bénb kém thea dong pap vite kha néng mae [P vé
ket gua digu tr) khing tdt, ¢& quan diém ngiy cang ting ring dbe e vi tinh khing khang sinh ctia
miam bénh déng mot vai ted quan wong. Mae di 8 xbe dinh duwge hem 90 tvp huvét thanh khdc nhau
wtln S puewmoniog, bénh i ngue duoe pay ra béd mt nhom nromg ¢ aho cie tp huyél thanh so
hiru ede yéu 10 doc lire chin duge xac dinh o cho phép ching gy béah. Then mit phén tich thng hop
veé kér qua binh do typ huyét thanh ey thé cho bénh nhdn viém phidi, huyeét thanh t§p 3, 6A, 6B, 9N,
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vii 19F cd lién quan mit cieh ddng ké vé Ihl'll'l}: ke 'l.-":'l'l ty 1€ o vong gia ting khi so sanh vdi huvét
thanh 19p 14, dwoe dimg dé tham chidu, DS vii huw:l lhzmh p 19A vi 23F, ed ml xu huong 1) 1§
ter vong gia tang nhumg cham dgr mite e6 3 nghin v mat 1Iwn|,|. ké, Mge di ed mit &b khae hiét theo
ving ve Ly 12 mae v 15 1§ W veng, nhitng quan sdt niy dudmg nhur 18 mdt die tnk twong &6 &n dnh
el il 1‘:11 byt thanh vi dudnig nhu die Wp v tinh khdng khdng sinh,

Finh khang khing sinh l4m ting mire di kho khin khi diéy tri ban LI.JIJ chp mét =0 tip hu:.E'T thanh
Y ,r:HJl-'h'.ﬂhlr:l-IJ.I'-'J-kJ hiing mil khang sinh bigo qua. Mic di khae baét lom v dia Iy trong phin b wp huyé
thanh vit 1§ 1& khéng khéng sinh, huvét thanh 15p 64, 6B, 9V, 14, 15A, 19F, 23F ¢6 kha nadng can nhil
the hidn kha niing khange ¢ pr:ul..illm vib erviliromyein,

Prevenar |3 cung cap dép o Ueng mién djch th_'ljig lag dae LhLlng & lr.r:wz.'um.urm' phé l'l:u.n b f:.l;,]!“ cag
chung ob khi nfing cao nhdt géy bénh, khing lkhing sinh, va din dén ket (uid ]-.hﬁn[._: [t

Baing 1. Kha ndng i vong va Tinh klding cie Typ buydt thanh Chon loe i Ngwivi
lirn
Tphuyéltharh  [3 [6A [6B [9N |9V |14 |13A |19A | 19F 23T |
‘Kha nang tir vong | + + |+ - | e ""‘_|
s e S | - - T |
I'inh khang [ + + [, [+ 4 + |+ | 4

Mighién ciru lim sng vé tinh sinh mién dich vii Prevenar 13 o tré so sinh vi tré em

I chie Y & The gidi (WIO) khuyén cio ndng d¢ khiang thé khang polysaccharid vé phé ciu trong
huydr thanh 12 00335 pg/ml, do 1 thang sau :1-:,r1 lidin chunl, e ban cho tréem 14 n-i.img d khéng thé dim
lé tham chidu §& e lugmng tinh hifu qui cda che viio xin chng hgrp mii chiing phé ciu d& phang hénh
IPTY. Khuyén cio niy phiin 1ém dua 1rén sir WICTIE (Uan quart s by gltr tinh sinh midn djch va tinh
hidu qui dbi vid b¢nh IPL) th 3 thir nghigm oo dbi chimg gis duge vl ve xin cdng hop 7 T phé
can khudn hay vie xin pnlvsav:l.hm:i 49 dunp. céng hop vén CRMjer dimg d€ nghién ciru. Nong 89
tham chibu nay chi ip dung cho quin thé vil khong thé si dyung dé dir dodn sy hdo vé nglin ngire hénh
P13 eho timg ca nhin.

Pip img mien dich san dit tiém chiing coban gam 3 lidu cho tré so sinh

Cde thir nghiém ldm sang 38 duge Lién hinh i mot s6 nude chiu '"Ll.l Canada va M sir dy mt_ﬂ
logt lich irinh tiém chang ¢hinh, T1 1@ phin teim teé so sinh dgt 1 nong 40 khing thé lgdi Elumg
palysaccharid vé phé cu khudn > 0,35 pa'ml | thing say dot tiém ching eo ban 3 lidu trosg che
nghidn etru dpi didn dwoe trink by & dudi (Bang 2)
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Biing 2.Ti 1§ phiin trim cae dii twgng od nong 4 khang the Igl; Kling polysaccharid vo phé clu khoin
2035 pgfml 1 thdng san diot tigm chiang dianh cho oré so sinh

Tvp |4 3, 4 |2.34thdng [2, 4, 62, & 62, 4, 6|2, 4, 62 4 6|2, 4 6
huyét | thing | Balan thamg thing thing thing thang thing
thanh | e | (e A - Tiy Ban MYV My My M7 Cinnda
(BIUGAT- | 3000 San | Nha (MI9GAL- | Lé 1 La2 La3 (06 A1
iy ) | xulit) (GO0BAL- (04 (GODGAL- | (80964 1- | (GO96AT- | JO08)
| S01) 05 | 005 3005
N-282-285 | N-106-128 | N=261- | N=24%- | N=387- | N=398. | N-3§7- | N=272-
[/ — i 252 399 o] T I . S it S
] 96,1 |gn | 993 65,6 K5 918 (T [9AT
3 |93z | 93,7 w0, 3 635 (791 | 683 5 724 [ 7198
4 352 | 97.7 T UK 976 | 955  [8%1
s g3.0 G0 973 (897 [ 944 92 o3 3.0
64 1.9 | §52 074 6.0 982 98, | | 95,5 46,4
6B [ 713 | 77,3 985 [ 873 04,4 044 e i,
TF [ 9%6 | 10,0 1000 | 68,4 99.7 90,8 96,0 98,6
CLE T | o84 9.3 505 6.5 954 (955 [933
14 (989 | 92.9 974 | 976 96,2 991 990 @ | 982
18C 912 96,1 98, | | 56,8 98,0 97.4 | 958 96,4 |
194 993 99,3 99,1 | 984 98,7 98,1 |90 | 97R |
I9F 938 8.4 Y3 g 992 978 475 985 |
23F | 887 | 828 946 [ 903 812|912 [88] | %0,

(i tré tiém Prevenar 13, khing the 1gG lidgn két khang polvsaccharid ddi véi mdi tip trong 13 wp
’ﬂle thanh duge cho thiay i o mdi ooy quian vird hoal tinh thyre biao opsonin hod (OPA) khing
khudn (mat khing thé ed hoat tinh sinh hoe). Cae tha nghlﬂﬁ‘l lim sang eling cho tha:. ping dnp i
vii Prevenar 13 rihﬁnﬂ thun kém dap img vin vile xin u.u.;uag, bigp 7 du:tg A& vl 1 cd 13 tfp byt
l||.-':lII]! khi xét trén cie 1iéu chufn vé tnh khding thua kém mié dich da dinh nghla tde. Cie dap g
mign dich do Prevenar 13 tao dwge doi voi b (¥p huyél thanh thém vio theo dmh Ierq: & can Jaom
chi ¢t khing thé lign kl.t viri polysaccharid va khang thé opsonin hoa so vl cde dép dme do viie xin
cong hop 7 domg phé cau khuiin tao ra,

Pip img mién dich san dgt tiem chung co bin gom 2 liéu

Iinh sinh mién dich san 2 lidu & tré < <inh 43 dwoc xie dinh trong 4 neghidn ed. Ti 18 1é so sinh dat
ning di khang (hé gl khang polysaccharid v P]‘li‘ ciu Khudn = 0,35 ug'ml | tharg sau liéu thir hai
la 1ir 79,6% dén 98.5% cho 11 trong 13 t9p huyet thanh trong viie xin. T3 1@ dat dume nong d@ J-:hang
the miy who hon cho wp huveét thanh 63 (27, 9y dén 58.4%) v 237 (35.8% dEn 68 B%). So v det
tiém chung 3 lidu dﬁ.nh cho ré so sinb. nong di trung binh nhan ¢ta khdng th lgh khang
plysaccharid vo phe e khwn tdp hon sau dot dém ching 2 iéo 45i voi da 58 cac 1yp hu;-rﬂ*t thanh.
Tinh higu qud [im sang cia o tiém ching oo ban gdm 2 e 361 vii bénh viém o g1 '..d.p tinh hay
viém phoi chim duge xdc dinh.

11 -J,-{,/
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Brip dng cua lido nhie lai sau lich trinh co ban ghm 2 lidu vi 3 lidn

Nang db kbdng the sau lidu nhic 1.,u doi voi 12 ip I1u;u.1 thanh cun hom mmg dd dat duoe sau dit
tiém chiing chinh cho i so sinh, didu nay phic hop vai Iy thuvér vé s mdi mién dich thich hirp (5w
Kich thich tri nhir mién dich). D& v huyé thank tvp 3, ndng &6 I-.hu.ng the sau don tiém ching chinh
chir Iré: 5o sinh va saw liéo nhéc I.;u lu twomg o nhat, Ddp dma khing th: i v hcunh'u. lai san dot
ligm LHﬂTLE chinh gim 2 liéu hay 3 [itu cho tré so sinh 1 nhu nhay cho titca 13 p et thanh trong
vike ¥in

D31 vér tre em tir 7 thimg dén 5 whi, lich tinh tdém chiing diéu chinh thich hup thieo 0ok (xem mie
+.2) lao ra mie do dap img khang thé 106 khang polysaccharid v hao d-nl v mai logi trong 13 15p
Ryt thanh it nhit wong duomg vid dip ime cia dot tidm chilng e ban wom 3 Liéu & teé s sinh.

B irng cuia liéu nhiic lyi l’n-uu ar 13 sau dot tiém chung co ban gim 3 liéw cho tre su sinh viii
vile vin cfng hyp 7 dong phé ciu Khudin hay Prevenar 13

F'romg mdt nghién i ngau nhién, mi dai, doi chirng vii thude khie taf Fhﬂp (HOP6AT-008), tré 5o
simh e Fhﬁﬂ b ngau nhién Ihanh 3 nhém Lhm- 1 ]ﬁ 2:1:1z (1) Prevenar 13 & 2, 3, 4 v 12 thing hay
(2} \-‘iL xin cing hop 7 ding phi cau Hlu&rl ¢ 2, 3. vt 4 thing, tép theo 1A Prevenar 13 o 12 thang hay
(33 viic xin cong hop 7 dong p]'lf- cdu Khudn & 2, 3.4 vi 12 1h.a|:g Céc m:ng diy trung binh nhin cua
dip img Kiuing the gt khang polysaccharid vo bao d6i vai mbi tip trong 13 typ huyét thanh trong 3
nhidm dugre frinh bay trong Bang 3. Nong d6 wung binh nhin cia cie typ huvet thanh trang vac xin
cong hop 7 dong ph:: chii I.11uﬁn khing khac hiét gifta 3 nhom. Mie di eie m-rn a.tfp trung binh nhin
disi viri b tip huyet thanh bé sung & tre chrgre tigm viic xin edng hop 7 déng p—hr: ciu khudn/Prevenar
13 thip hem nomg & duge quan sa bing ché dd 4 liéu Prevenar 13 (ngogl i typ huyét thanh 33, e
nf.:n;, div nay déu it nhit tuomg diremg v dot 1ém ching chinh pdm 3 lidu cho e so sinh trong
nghién ciu (6096A | -004) va (6096A1-3005). S so sinh vai dip tme dot tiém ::iu.tn.;, cho tré 50 sinh
nhur the ndy tuomg tur nhu &8 thue hign vai viic xin chng hop 7 dong phe cau khudn dé thigt 1ip lich
tanh tiém chung o tré em va tré so sinh lom hom,
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Bang 3. Ning 4 trung binh nhin cia khing thé 1pG khing polysaccharid vi phi chu khudn
tug/ml) 1 thang sau khi tiém chung
Tip  huyét | 1313w Te/13v | TerTy 13y 13 =
thanh Suw lira tuni mai | San Dim tudi mad | Sau len toai mid | Sau M tudi so | Sau i tudi so
biet di bt ol | biét di sinh sinh
(KA - RS (GIEGA T -4 ) (B0 A - (BOGAL-004)  (G0%GA 1-3005)
N=233-236 | N=108.113 | N=111-127 | N=249-252 | N=)172-1213
: 408 s Tom 203 M —
E | 0.99 e ;_!:I_,_I_ﬂ | UaR ____,_'::'15‘“ "
: T30 [404 i i1 | I i | —
3,30 T 0.53 13 24
6 oid (280 1,54 219 231
18 L 19,33 9,63 S | 2,51 ]
iF 1453 171 (00 4,37 | 257
o 2.5 22 1 aod
14 B EEE 781 11083 4,74 5,00
_15C 230 343 281 137 137 ]
| 194 0,50 533 3,98 2o Kl _
19F 518 |EEE a1l | A3 [ 305 .
23F 01 3,12 1369 1,33 JEE ]

Tré sorsinh thicu thing (B1851037 [6096A1-4001])

Syran 1edn vi tinh s'mh_m':fm dich cua Provenar 13 ding o 2, 3, 4 va 12 thing duge danh gia & 100 e
s sinh thidu thang (tadi thai ky trung binh woe luong (estimaied gestational ape [EGA]) 18 31 tudn;
pham vi tr 26 din 36 wan) va so voi 100 1e sesinh di thang (EGA trang binh 13 39 tuiin; pham vi tir
37 dén 42 nidn). Hom 85% cac dbi tugrmg trong nhom sioh thigu thing trong quén }I*.E ©o tink sinh
mign dich dinh gid dvge & dit néng di khang thé lgG lien két polyseccharid phé ciu khudn = 0,35
ug/ml 1 thimg sau don tém ching dinh cho tee s sinh 487 véi il e cde vp huyét thanh, ngoai trir
typ huvér thanh 3 (71,7%], A (82,7%). va 6B (72,7%) wong nhém sinh thidu thing, D& voi 3 tip
byt thank nity. 1i 1 dap (mg & trd o sinh thidu thang thip hon dang ké so v we s sinh da théng.
Mt (1) thang sau lidu & tbi mai biét di, bitng chimg cho sy mi midn dich duwe quan sat ity i 1 Je
cde dbl tugmg trong medi nhdm b tink sink mién dich dupe dinh gid dat elng ngirdng nong do khang
the 14 >97%, ngoai teir thp huvdt thanh 3 (70,6% & ré so sinh thidu thang v 79.3% & té sinh di
théng), Noi chung. cae mie ndng 46 TeG trung binh nhén die hitu cho mbi trp huyet thunh cho e so
sinh thidu thing thip hon so vl e s sinh dil théng.

Tre sorsinh lirm hon vil tré em chis dwye tidm ching

Trang mén nghién cdu ohin mo v& Prevenar 13 tai Ba Lan (6096A1-34K12), tré em & lire wdi 7.11
thang, 12-23 thing va = 24 thilng $én 5 tuidi (trnce sinh nhit thir 6) chua duse tém vie xin edng hop
phe can khudn, dupc tiém 3, 2 hay | lida Prevenar 13 theo ljeh trinh thich hop véi tudi (xem Muye
4.2-Liéu ding vir edeh ding), Nang 4o g6 trong huyvét thanh dupe do | thang sao liéu say ciung
trong mdt nhom twdi va dit lidu duoe trinh béy mong Bang 4.

21 r*ﬁ/
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Ljch tidm ching dicu chinh thich hep thee W7 ady tao ra mire da dzlp imy khing theé lpG khing
polysacchand vo bao dm vt mrﬁl lapi trang 13 19p buyét thanh it nhil wemg duomg véni dap dmg cia
dot tigm ching chinh gim 3 lidw & e soesink,

Riing 4. Ning di) trung binh nhiin cia khing thé 1gG polysaccharid khing vi phé cho khubn (pg/ml) 1
thamg sau khi tiém chong (trong Nehién cau 6096A41-3003)
Tip huyét thanh | Todi or7 dén 10 thang | Tudl o 12 dfn 23 thing | Tudi tir = 24 thing dén 5 ()
| (N=53-84) (N=IO4-110) | (N=135-152) -
it .58 274 _ |78
3 .94 |18 0 |1
1 3,63 428 i —
] 2,03 REAL 2,33 N
7 373 262 e -
LK 477 o 33% 341 —
e . 330 3,99 4,92
oY T 3,08 2.67
14 .04 fh, 45 I -
| 80 | 2.77 . 2,56
192 [ 4.77 |43 6,403
19F BT 307 253
BF 316 KL | 1.5%

Vige titm domg thiri véi edie viie xin Khée o tré so sinh vi tré em

Urong nghién ciu 6096A 1-004, 609613005 vi G09A]-3008, cic vac xin duug Ihuﬁﬂb quy vho e
am duge ding trong cing dqﬂ viri Prevenar 13, ﬂﬂr: L déi viri khing nguvén vic '{m khic ding
dong thér duge so sinh & e so sinh dugc tém vie xin cong hop 7 déng phé cau kinin vi
Prevenar 13, Ti 18 nhing ngirv ddp img & mito 43 khdng thé dink truée duoe trinh h-a:, o Bang 3. Cac
dap vng cho 16t ¢q khing npuyén & iré nhdn Prevenar |3 temg duomg vod ddp img cia tré nhin viie
xin cong hop 7 dong phé ciu khudn vi thia min liéu chudn chinh thirg vé tinh I-:ht‘lu,g, thua kém. Dap
;m,fé, thiy Jau do I:umg b kit ELISA & bao 1odn phii thirong mal, duoe thié ké dé phat hign tinh
mién dqch st khi nhigm tring tr nhién, déu Lhap trong ca hal nham, nhumg khimg o6 hing chimg dap
tmg mién dich bj nhidy do Prevenar 13 tiém déing tho

. J$ _,'1.1,
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Bang 5, Béi turng dat mire 8§ khdng thé dinh rrwoe doi vod khang nguvén vic xin dang dong thi {trong
MNehién cwu 6096 A 1004, Nahién ciru 00964 1-3005 vi Nehién cou 6096A 1-2008)

xin
[ Mre 4 khdng ihé dinh trinie)

Bul.l‘lh
[E4 0,1 dom vi quos & [1U jml)

Tén vic vin'khing nouvén trong viie

Egl’edinrl; LH hl' [I‘\r Hq_li:r

Yo ngwwi dap g brong ol
Frovenar 13
(o N")

sau dyt tiém ching 3 liéu danh cf

'S-‘., ne i d:ip wm: trong nhnm
vile xim egng hgp 7 ding |'||1|:' el
Lhusin

(N

pir e s sinl

93,7 (223/233)

96,1 (22 1H230)

.l h:ll van
2 40,1 o vi quide 1 [TLfal)

R (1817180

OB.S (193/106)

;HD ]

(= 16,5 don vi ndi dje 10 [EUml)

H'].-“l.
(= 40.5 dom vi ndi dic td [EUmI)

'5'-*1 | (22523%)

96,7 (131/230)

950 (228/230)

950 (Z28/240)

[PRM
(> 26 don vi néi déc 18 [EU/ml]

93,7 {224/239)

95.8 (230¥240)

‘Bai ligt logi |
[ chuin = 18]

P00 (B3T83)

100.0 {187/ 187)

B gt b 2
(e chudin = 18]

QHO(181/183)

9.5 (1864 187)

Bl 1id1 logi 3
(dd chuin = 1:¥)

1000 (1 K2/182)

G5 (18A/187)

Wi rid vidm gan B
l:‘-‘- EUIJ mlL“n'|l|

| I{H:I'EI l‘53-"|'41':

TOQ L I73073)

Tib (PR o —
(> 0,15 piml) | #9.3 t~3~f-371 97.8 (2257230
g el | 77.6(154237) 78,3 (180:230)

L= 1,0 parml)

ﬂ‘np wng Pentacel (DTalIPV-Hib) san dgt litm chung dianh cho tri so sinh

Hib (PRE ,‘
(20,13 b 7.8 (266272) 99,6 (265/266)

Hib (PR i :

1.0 pamly | PR il A

Ho g

(2 12,0 don vi i dde 0 [EUJly | PHECTHEE) 50 (2661277) o
FHA | = _

(> 30,0 dom i ndi de o6 (EUy | 9 (281E83) 957 (206278)

RN == :

(= 7.0 dom vj 0l @ 16 [ELT]/ml) 96,8(274/283) 9601 (265:277)

FIM

(= 4.0 dom vi ndi die 1l [EU]fmly 07,6 {264/282) 95,3 (261/275)

i
LY ]

L

| e
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Timg 3. T hr-l;rnu dat mire 4§ khang theé dinh trude dii vii Khdng nguyén vie xin ditng dong thid [tmngl*
Nghitn cau 60%A 1-004, Nghién i GU2HAT-2005 va Nehitn cou 6096A 1-3008)
e ngwii dap l.rng Imug eehidim |

Tén vire xindkhing nguyén (rong u.-m. Y i dap amg trong nhim vite vin cimg hgp 7 dang plw eiti
xin | Prevenar 13 khnéin
(Mire i khing thi djnh frd) {0y
—— el | (/N
Dip g PedvaxHIB (PRP-OMP) tir !1 dén 15 thing sau dot itm chung ActHIB ﬂfllh cht tre so0sink

| lib (PRF) . n
0,15 uiml) 10,0 (230:230) | A TEN A e I R |-=|:I B

Il (S oy
&= 1,0 il | 0,4 (2087230 |03, [Ifm:i{ﬁ B
Dip img ProQuad (MMR-thay déiu) tir 12 d&n 15 thang —
'51':“ I 4 g i
F-'_’..|_1'~_'.~'?..tlt!.ﬂ. i) 96,4 {213/221) 9T, (204210
Chuad b i . . -
= 1,10 qua tinh mach) - t"_f” Iﬁ?‘““u'l.] : &3 (1537210)

Rubela {30 Fire) :
(= 15 dem vj quée diml) ) 90,7 {183/204) )

Mty déiu | AE T FERA
(= 1,69 qua tinh mach} | 26.7 (3922T) 18 (462110)

"B 0 g B e A0 Rlakeg 18 d||||:| trirdes

St déd tisong tang quin ihi co tink sish mids dich dénk gia du L

Treé em vi thidu nién tir 5 dén 17 wdi

Trong Nghien cin 6096A1-3011 i M, & m et tir 5 dén <10 i trude do dure tigim chiing lm
thaéu riH'fll lidus viie xinegng hop 7 dong pl'u: can khufin, v & tré em va thigu nién chis tiém ching VG
xin phé eiu khudn r 10 dén 17 wdt, | lidu Prevenar 13 da kich thich ddp tmg midn dich véi ci 13 wp
huvel thanh.

8 tre em tir § dén =10 wdi, g 4O lgG trong buyét thanh cha 7 tvp Trayét thanh thuimg = pap 1 thang
sy khi cho dimg mat lieu don Prevenar 13 (Nghién ciu 6096 1-3011) khing kém h['rn {"ri e, gidi
han duwdi ¢lu kKhoang tin ody 95% 2 bén cho ty 1EI1IJ]1£, birt nhin JGME] I =0.5) so vii nong d sinh
ra boi hiew cing lmp 7 déng phicao khugn thirtr & 10c tir 12 dén |5 thing tudi (Nghién cim 60964 1-
05, Neodi ra. nong de,a 12 sinh ro bai mit lidy detn Prevenar 13 di wai 6 1yp huvét thanh bl sung
¢* tré e £r 3 dén < 0 tubi khing kim kon so véd nong & sinh ra b lign Pravenar 13 thiy tu ¢ e tir
12 dén 15 thang i (Nghién el 6006A 1-3005 3 nhue 1hé hign trong Bang & v 7,
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ing 6 So sinh ndng dj trung binh nhin (GMC) cia IgG phé ciu khudn (pg/ml
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