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1. -2345(!"#!,'56+

!"#$%&"'()&*+$,()&-()./)&012("%3$,4%/5-(&-67-,2(8 &-6)-2+79:;$#(1 ).$:);%9%<("%3$,4%/(87./,04=$
>-%32?-10%*(10,=/%0()&-7"(#$%"%?-,-,@#(8,2)"%(AB(CB(D-135 a Y

2. KVALITATIVNÍ A KVANTITATIVNÍ SLOŽENÍ

Po rekonstituci 1 dávka (0,5 ml) obsahuje:

Neisseria meningitidis A polysacharidum1 5 #",&-?&0#@
Neisseria meningitidis C polysacharidum1 5 #",&-?&0#@
Neisseria meningitidis W-135 polysacharidum1 5 #",&-?&0#@
Neisseria meningitidis Y polysacharidum1 5 #",&-?&0#@

1,-%32?-1*%-(%0()&-7$"%-1E(%-8"4(7$70%"=,E(7-'-": 44 #",&-?&0#@

Úplný seznam pomocných látek viz bod 6.1.

3. LÉKOVÁ FORMA

F&*+$,()&-()./)&012("%3$,4%/5-(&-67-,2(8(&-6)-2+79:;$#G
Prášek je bílý.
H-6)-2+79:;-(3$(4"&<B(I$6I0rvé.

4. KLINICKÉ ÚDAJE

4.1 Terapeutické indikace

Nimenrix je indikován k 0,7"1%/("#2%"60="(-8-I(-:(JK(#98/=@(19,2(a starších proti invazivnímu 
#$%"%?-,-,-1<#2(-%$#-=%9%/(6)@8-I$%<#2(Neisseria meningitidis skupiny A, C, 
W-135 a Y.

4.2 /789:87;<(=(>?@Aob podání

Dávkování

Nimerix se má podávat v souladu s :-872)%E#"(-L"="*;%/#"(:-)-&24$%/#"G

M*,;0:%/(-4,-1*%/N
K imunizaci se používá jedna dávka 0,5 ml rekonstituované vakcíny.

F.$-4,-1*%/N
!"#$%&"'(;6$()-:07(30,-(:&25-2(OI--87$&P(:*1,2(82I3$,7@#B(,7$&<(IQ;Q(:./1$(-4,-1*%Q(-IQ4$3%-2(
polysacharidovou meningokokovou vakcínou (viz body 4.4 a 5.1).

!27%-87()-:*%/(:&25<(:*1,Q(2(-8-I()&"#*&%9(-4,-10%E=5(10,=/%-2(!"#$%&"'(%$IQ;0(:-82:(870%-1$%0(
(viz body 4.4. a 5.1).

Pediatrická populace

R$6)$4%-87(0(S4"%%-87(10,=/%Q(!"#$%&"'(2(:97/(#;0:+/=5(JK(#98/=@(%$IQ;0(:-82:(870%-1$%0G(!$38-2(
dostupné žádné údaje.
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Starší populace

K :"8)-6"="(%$38-2(T*:%<(S:03$(7E,03/=/(8$(-8-I(1$(19,2(> 55 let.

M)@8-I()-:*%/

Imunizace se provádí pouze intramuskulární injekcí, nejlépe do deltového svalu.
U(:97/(1$(19,2(JK(0T(KV(#98/=@(;6$(10,=/%2(&-1%9T(0);",-107(:-(0%7$&-;07$&*;%/(87&0%Q(87$5%0(O1"6(I-:Q(
4.4 a 4.5).

W%87&2,=$(7E,03/=/(8$(&$,-%87"72=$(;<4"1<5-()./)&01,2().$:()-:*%/#(1"6(I-:(XGXG

4.3 Kontraindikace

Hypersenzitivita %0(;<4"1<(;*7,Q(%$I-(%0(,7$&-2,-;"()-#-=%-2(;*7,2(7-5-7-()./)&01,2(21$:$%-2(1 I-:9(
6.1.

4.4 38B7CD;<(E?:>:F;G;<(=(:?=DHI;<(?F:(?:EJKD<

!"#$%&"'(8$(%$8#/(60(T*:%E=5(-,-;%-87/()-:*107("%7&0108,2;*&%9B("%7&0:$&#*;%9(0%"(82I,27*%%9G

Podle zásad správné kli%"=,<()&0'$().$:=5*6/(-4,-1*%/(65-:%-=$%/(0%0#%<6Q(O6$3#<%0(8 ohledem na 
).$:=5-6/(-4,-1*%/(0(#-T%E(1E8,Q7(%$T*:-2=/=5(S4"%,@P(0(,;"%"=,<(1Q+$7.$%/G

F&-()./)0:(16*=%<(0%0LQ;0,7"=,<(&$0,=$()-()-:*%/(10,=/%Q(#28/(IE7(1T:Q(, :"8)-6"="()./8;2+%*(
;<,0.8,*()<4$ a dohled.

Y4,-1*%/(10,=/%-2(!"#$%&"'(3$(7.$I0(-:;-T"7(2(-8-I(7&)/=/=5(6*10T%E#(0,27%/#(5-&$4%07E#(
-%$#-=%9%/#G(Z$5,*("%L$,=$B(30,-(3$(%0).G(%0=5;06$%/B(IQ(%$#9;0(IE7((:@1-:$#(, -:;-T$%/(-4,-1*%/G

R95$#(30,<5-,-;"1(-4,-1*%/B(%$I-(:-,-%=$().$:(%/#B(#@T$(:ojít zejména u dospívajících v :@8;$:,2(
)8Q=5-?$%%/(&$0,=$(%0("%3$,4%/(3$5;2(, 8Q%,-)9(O#:;-I9PG([07-(&$0,=$(#@T$(IE7(:-)&-1*6$%0(
6*10T%E#"(%$2&-;-?"=,E#"()./6%0,QB(30,-(3$().$=5-:%*()-&2=50(6&0,2B()0&$87$6"$(0(7-%"=,--klonické 
6*+,2IQ(,-%4$7"%(I95$#(6-701$%/G(\$(:@;$T"7<()."3#-27()./8;2+%*(-)07.$%/B(0IQ()."(#:;-I*=5(%$:-+;-(
k )-&0%9%/G

!"#$%&"'(3$(7.$I0()-:*107(8 opatrností osobám s trombocytopenií nebo s jakoukoli poruchou krevní 
8&*T;"1-87"B()&-7-T$()-("%7&0#28,2;*&%/(0);",0="(#@T$(:-3/7(2(79=57-(-8-I(,e krvácení.

Nimenrix poskytuje ochranu pouze proti Neisseria meningitidis skupiny A, C, W-135 a Y. Tato 
vakcína nechrání proti žádným jiným skupinám Neisseria meningitidis.

K 1Q1-;*%/()&-7$,7"1%/("#2%"7%/(-:)-19:"(%$#28/(:-3/7(2(1+$=5(-4,-10%E=5(-8-IG

L6$(-4$,*107B(T$(2()0="$%7@(;<4$%E=5("#2%-82)&$8"1Q(%$I-(2()0="$%7@(8 imunodeficiencí nemusí dojít 
k 1Q1-;*%/(-:)-1/:03/=/("#2%"7%/(-:)-19:"G

R$6)$4%-87(0("#2%-?$%"="70(%$IQ;0(5-:%-=$%0(2()0="$%7@(8$(61E+$%-2(="7;"1-87/(, meningokokové 
"%L$,="(6)@8-I$%<(2&4"7E#"(-%$#-=%9%/#"B(30,-(38-2(:$L"="$%=$(7$&#"%*;%/5-(,-#);$#$%72(0(
0%07-#"=,*(%$I-(L2%,4%/(08);$%"$G(U(79=57-(-8-I(%$#28/(:-3/7(, vyvolání odpovídající imunitní 
-:)-19:"G

Y8-IQ(:./1$(-4,-10%<(-IQ4$3%-2()-;Q80=50&":-1-2(#$%"%?-,-,-1-2(10,=/%-2(0()-7<(8 odstupem 30 
0T(]K(#98/=@(10,=/%-2(!"#$%&"'(#9;Q(%"T+/(?$-#$7&"=,E()&@#9&(7"7&@()&-7";*7$,(O^[_(- geometric 
#$0%8(7"7&$8P(#9.$%E=5()-#-=/(0%0;E6Q(I0,7$&"=":%/=5()&-7";*7$,(1 8<&2(60()-2T"7/(,&*;"4/5-(
,-#);$#$%72(O&`RAP(1$(8&-1%*%/(8(-8-I0#"B(,7$&<(%$IQ;Q(-4,ovány žádnou meningokokovou 
10,=/%-2(I95$#().$:=5-6/=5(Ja(;$7(O1"6(I-:(bGJPG(>;"%"=,E(1E6%0#(79=57-()-6-&-1*%/(%$%/(6%*#EG
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R$6)$4%-87(0("#2%-?$%"="70(10,=/%Q(!"#$%&"'(IQ;0(5-:%-=$%0()."(%*8;$:%<#(%$I- 8)-;$4%<#()-:*%/(
spolu s vakcínou DTaP-HBV-IPV/Hib v :&25<#(&-=$(T"1-70G(F-:*%/(10,=/%Q(!"#$%&"'(3$:$%(#98/=()-(
10,=/%9(c[0F-HBV-IPV/Hib vedlo k nižším rSBA GMT proti MenA, MenC a MenW-135 (viz bod 
]GbPG(>;"%"=,E(1E6%0#(79=57-()-6-&-1*%/(%$%/(6%*#EG(H$0,7-?$%"70(5;*+$%*()."()-:*%/(10,=/%(
8)-;$4%9(%$I-(%*8;$:%9(IQ;0()-:-I%*(30,-(&$0,7-?$%"70(606%0#$%0%*()-()-:*%/(:&25<(OI--87$&P(:*1,Q(
vakcíny DTaP-HBV-WFdef"I(1()&@I952(:&25<5-(&-,2(T"1-70G

d;"1()&-7";*7$,()&-7"(7$70%2()./7-#%E=5().$:(-4,-1*%/#

A4,-;" )-(-4,-1*%/(10,=/%-2(!"#$%&"'(IQ;-()-6-&-1*%-(61E+$%/(,-%=$%7&0=$()&-7";*7$,()&-7"(
7$70%"=,<#2(7-'-":2(O[[PB()./)&01$,(!"#$%&"'(%$%05&0623$(-4,-1*%/()&-7"(7$70%2G

Vliv vakcíny Nimenrix na koncentraci protilátek proti tetanu

F-:*1*%/(10,=/%Q(!"#$%&"'(8)-;$4%9(8 10,=/%-2(-I80523/=/([[B(%$I-(3$:$%(#98/=().$:(3$3/#()-:áním 
I95$#(:&25<5-(&-,2(T"1-70(%$#9;-(1;"1(%0(-:)-19g(%0([[(0%"(1E6%0#%9(%$-1;"1%";-(I$6)$4%-87G(F&-(
osoby starší než 2 roky nejsou k dispozici žádné údaje.

Studie s vakcínou Nimenrix prokáza;Q(&Q=5;E()-,;$8(O#9.$%-()-(JK(#98/=/=5(0()-6:93"()-(-4,-1*%/P(
7"7&@(8<&-1E=5(I0,7$&"=":%/=5()&-7";*7$,()&-7"(_$%AB(,:QT(IQ;()."(0%0;E6$()-2T"7E(;":8,E(,-#);$#$%7(
(hSBA) (viz bod 5.1). 

F$&6"87$%=$(7"7&@(8<&-1E=5(I0,7$&"=":%/=5()&-7";*7$,()&-7"(_$%A

>;"%"=,E(1E6%0#(&Q=5;<5-()-,;$82(7"7&@()&-7";*7$,(5`RA-MenA není známG(F-,2:(8$(1+0,(2(2&4"7<5-(
)0="$%70(-4$,*1*(1Q++/(&"6",-($')-6"=$(_$%A(0()-,2:(#2(IQ;0()-:*%0()&1%/(:*1,0(10,=/%Q(!"#$%&"'(
).$:(1/=$(%$T(&-,$#B(;6$(61*T"7()-:*%/(:&25<(:*1,QG(c-872)%<(S:03$(%06%0423/B(T$(:&25*(:*1,0(1Q1-;*(
0%0#%$87"=,-2("#2%"7%/(-:)-19g(%0 1+$=5%Q(47Q."(7Q)Q(#$%"%?-,-,@(-I80T$%<(1$(10,=/%9G(
V 8-2408%<(:-I9(38-2(:-872)%<("%L-&#0=$((7E,03/=/(8$(I$6)$4%-87"(:&25<(:*1,Q(1$;#"(;"#"7-10%<G(

4.5 Interakce s LK;MNK(BOPK8MNK(?H<?F=89Q(=(LK;O(R:FNQ(K;DIF=9SI

!"#$%&"'(;6$()-:*107(8)-;$4%9(8 jakoukoli z %*8;$:23/=/=5(-4,-10=/=5(;*7$,N(10,=/%Q()&-7"(5$)07"7":9(
A(OfAdP(0(5$)07"7":9(R(OfWdPB(10,=/%0()&-7"(8)0;%"4,*#B()./2+%"=/#(0(60&:9%,*# (MMR), vakcína 
)&-7"(8)0;%"4,*#B()./2+%"=/#B(60&:9%,*#(0();0%E#(%$+7-1"=/#(O__HdPB(:$8$7"10;$%7%/(
pneumokoková konju?-10%*(10,=/%0(%$I-(%$0:321-10%*(10,=/%0()&-7"(8$6h%%/(=5.")=$G

!"#$%&"'(;6$(&-1%9T()-:*107(8)-;$4%9(8 ,-#I"%-10%E#"(10,=/%0#"()&-7"(6*+,&72B(7$70%2(0(4$&%<#2(
,0+;"(O0=$;2;*&%/()$&728$P(I95$#(:&25<5-(&-,2(T"1-70B(14$7%9(,-#I"%0=$(10,=/%(c[0F(8 vakcínou proti 
5$)07"7":9(RB(:978,<(-I&%9(O"%0,7"1-10%*(10,=/%0P(%$I-(Haemophilus influenzae typu b, jako je 
vakcína DTaP-HBV-IPV/Hib.

>:Q,-;"(3$(7-(#-T%<B(#03/(8$(10,=/%0(!"#$%&"'(0(10,=/%0(-I80523/=/([[B(30,-(3$(%0).G(10,=/%0(c[0F-
HBV-WFdef"IB()-:*107(8)-;$4%9B(%$I-(3$(7.$I0()./)&01$,(!"#$%&"'()-:07(0;$8)-i(3$:$%(#98/=().$:(
)-:*%/#(10,=/%Q(-I80523/=/([[G(!*8;$:%<()-:*%/(10,=/%Q(!"#$%&"'(3$:$%(#98/=()-(10,=/%9(c[0F-
HBV-IPV/Hib vedlo k nižším GMT proti MenA, MenC a MenW-JVbG(>;"%"=,E(1E6%0#(79=57-(
pozorování není zná#B()&-7-T$(%$3#<%9(jjB]k(82I3$,7@(O!lJmnP(#9;-(&`RA(7"7&Q(o(n(v ,0T:<(8,2)"%9(
(A, C, W-135, Y) (viz bod 4.4).

\$:$%(#98/=()-(8)-;$4%<#()-:*%/(8(:$8$7"10;$%7%/()%$2#-,-,-1-2(,-%32?-10%-2(10,=/%-2(IQ;Q(
pozorovány nižší GMC a OPA (opsonophagocyt assay) GMT protilátek u jednoho pneumokokového 
sérotypu (sérotypu 18C konjugovaného na transportní protein pro tetanický toxoid). Klinický významn 
7-5-7-()-6-&-1*%/(%$%/(6%*#G(!$IQ;()-6-&-1*%(T*:%E(1;"1(8)-;$4%<5-()-:*1*%/(%0(:0;+/=5(:$197(
)%$2#-,-,-1E=5(8<&-7Q)@G

Po,2:(8$(10,=/%0(!"#$%&"'()-:*1*(8)-;2(8(3"%-2("%3$,4%/(10,=/%2B(3$(7.$I0(10,=/%Q(0);",-107(:-(
&@6%E=5(#/87G

U()0="$%7@(;<4$%E=5("#2%-82)&$8"1Q(;6$(-4$,*107B(T$(%$#28/(:-3/7((, 1Q1-;*%/(:-8707$4%<("#2%"7%/(
-:)-19:"G(
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4.6 TIFDKBKD=U(DGV:DI;AD8<(=(9:LI;<

[9hotenství

K :"8)-6"="(38-2()-26$(-#$6$%<(6,2+$%-87"(7E,03/=/(8$()-2T"7/(10,=/%Q(!"#$%&"'(2(795-7%E=5(T$%G

`72:"$(8$(61/.07Q(%$%06%0423/()./#<(0%"(%$)./#<(+,-:;"1<(S4"%,Q(8 -5;$:$#(%0(795-7$%871/B(
embryo/fetální vývoj, porod ani postnatální vývoj (viz bod 5.3).

!"#$%&"'(IQ(8$(#9;(1 795-7$%871/()-2T/7()-26$B()-,2:(3$(7-(%$6IQ7%9(%27%<(0()-,2:(#-T%<(1E5-:Q(
).$1*T/(#-T%*(&"6",0()&-();-:G

Kojení

!$%/(6%*#-B(6:0(8$(!"#$%&"'(1Q;2423$(:-(#07$.8,<5-(#;<,0G

!"#$%&"'(IQ(8$(#9;()."(,-3$%/()-2T/7()-26$()-,2:(#-T%< 1E5-:Q().$1*T/(#-T%*(&"6",0G

Fertilita

`72:"$(8$(61/.07Q(%$%06%0423/(%0()./#<(0%"(%$)./#<(+,-:;"1<(S4"%,Q(8 ohledem na fertilitu.

4.7 .PK;9Q(;=(ASV:?;:AD(H<WKD(=(:XABEV:8=D(ADF:LI

Nebyly provedeny žádné studie hodnotící vliv vakcíny Nimenrix na schopn-87(./:"7(0(-I8;25-107(
87&-3$G(!9,7$&<(%$T*:-2=/(S4"%,Q(21$:$%<(1 I-:9(]Gn(p!$T*:-2=/(S4"%,Qq(1+0,(#-5-2(-1;"1%"7(
8=5-)%-87(./:"7(%$I-(-I8;25-107(87&-3$G

4.8 -IJ7W:ES<(YPK;9Q

`-25&%(I$6)$4%-87%/5-()&-L";2

R$6)$4%-87%/()&-L";(21$:$%E(%/T$(3$(60;-T$%E(%0(8-25rnné analýze 8 Jan(82I3$,7@B(,7$&<(IQ;Q(1 rámci 
,;"%"=,E=5(872:"/(-4,-1*%Q(3$:%-2(:*1,-2(10,=/%Q(!"#$%&"'G([07-(8-25&%%*(0%0;E60(605&%23$(S:03$(
od 2 KVm(I07-;07(OJK(#98/=@(0T(KV(#98/=@PB(J naj(:97/(OK(0T(Ja(;$7PB(K 011 dospívajících (11 až 17 let) a 
2 051 :-8)9;E=5(Oo 18 let).

d$(1+$=5(19,-1E=5(8,2)"%*=5(IQ;Q(%$3408793"(5;*+$%E#"(;-,*;%/#"(%$T*:-2=/#"(S4"%,Q()-(-4,-1*%/(
bolest (24,1 % až 39,9 %), zarudnutí (14,3 % až 33,0 %) a otok (11,2 % až 17,9 %).

d$(19,-1E=5(8,2)"%*=5(JK-KV(#98/=@(0(K-b(;$7(IQ;Q(%$3408793"(5;*+$%<(=$;,-1<(%$T*:-2=/(S4"%,Q()-(
-4,-1*%/()-:&*T:9%-87(OVXBK(k(0(mBb(kPB(8)01-87(OKmBn(k(0(nBn(kPB(67&*70(=527"(, jídlu (20,7 % a 6,3 
kP(0(5-&$4,0(OJmBX(k(0(XBb(kPG

d$(19,-1E=5(8,2)"%*=5(X-10, 11-17 a o(Jn(;$7(IQ;Q(%$3408793"(5;*+$%<(=$;,-1<(%$T*:-2=/(S4"%,Q()-(
-4,-1*%/(I-;$87(5;01Q(OJVBV(kB(JXBJ(k(0(JmBX(kPB(S%010(OJVBn(kB(JXBV(k(0(JXB](kPB(?087&-"%7$87"%*;%/(
)./6%0,Q(OmBb(kB(XB](k(0(XBV(kP(0(5-&$4,0(OmBb(kB(]BJ(k(0(]Ba(kPG

`-25&%(%$T*:-2=/=5(S4"%,@(1 tabulce

!$T*:-2=/(S4"%,Q()-6-&-10%<(I95$#(,;"%"=,E=5(872:"/(605&%27E=5(:-(8-25&%%<(0%0;E6Q(I$6)$4%-87"(
jsou uvedeny v tabulce níže.

!$T*:-2=/(S4"%,Q(38-2(606%0#$%*%Q()-:;$(%*8;$:23/=/=5(,07$?-&"/(4$7%-87/N

d$;#"(4087<N (o(JeJaP
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r087<N( (oJeJaa(0T(sJeJaP
_<%9(4087<N (oJeJ(aaa(0T(sJeJaaP
Vzácné: (oJeJa(aaa(0T(sJeJ(aaaP
Velmi vzácné: (<1/10 000)

ZH<W=(:F[7;:8MSV(AQADON@ \ID;:AD -IJ7W:ES<(YPK;9Q
Poruchy metabolismu a výživy d$;#"(4087< Ztráta chuti k jídlu
Psychiatrické poruchy d$;#"(4087< F-:&*T:9%-87

_<%9(4087< !$8)01-87B();*4
Poruchy nervového systému d$;#"(4087< Spavost, bolest hlavy

_<%9(4087< fQ)$87$6"$B(6*1&0t
Gastrointestinální poruchy r087< ^087&-"%7$87"%*;%/()./6%0,Q(O14$7%9()&@3#2B(

zvracení a nauzey)
F-&2=5Q(,@T$(0()-:,-T%/(7,*%9 _<%9(4087< `19:9%/B(1Q&*T,0
Poruchy svalové a kosterní 
8-28701Q(0()-3"1-1<(7,*%9

_<%9(4087< _Q0;?"$B(I-;$87(,-%4$7"%

Celkové poruchy a reakce 
v #/879(0);",0=$

d$;#"(4087< f-&$4,0B(-7-,B(I-;$87(0(60&2:%27/(1 #/879(1)"=52(
injekce, únava

r087< Hematom v #/879(1)"=52("%3$,=$
_<%9(4087< Malátnost, reakce v #/879(1)"=52("%3$,=$(

O14$7%9("%:2&0=$B(819:9%/B(67$);*%/(0(
necitlivosti)

4.9 !HIW789:87;<

Nebyl hlášen T*:%E()./)0:().$:*1,-1*%/G

5. FARMAKOLOGICKÉ VLASTNOSTI

5.1 Farmakodynamické vlastnosti

Farmakoterapeutická skupina: vakcíny, meningokokové vakcíny, ATC kód: J07AH08

_$=50%"8#28(S4"%,2

A%7",0)82;*&%/(#$%"%?-,-,-1<()&-7";*7,Q(=5&*%/().$:(#$%"%?-,-,-1E#(-%$#-=%9%/#(
)&-87.$:%"=71/#(,-#);$#$%7$#(6)&-87.$:,-10%<(I0,7$&"=":%/(0,7"1"7QG(!"#$%&"'("%:2,23$(71-&I2(
baktericidních protilátek proti kaps2;*&%/#()-;Q80=50&":@#(8,2)"%Q(AB(CB(D-135 a Y, hodnocenou 
)-#-=/(0%0;E6Q(60()-2T"7/(,&*;"4/5-(O&`RAP(%$I-(;":8,<5-(,-#);$#$%72(O5`RAPG(

u0&#0,-:Q%0#"=,<(S4"%,Q

Klinický výzkumný program vakcíny Nimenrix zahrnoval 17 klinických studií provedených v 17
ze#/=5()-(=$;<#(81979G(v4"%%-87(10,=/%Q(IQ;0(-:1-6$%0(-: )&@,062("#2%-;-?"=,<(%-%-inferiority 
O60;-T$%<().$1*T%9(%0(8&-1%*10=/=5()-#9&$=5(8 7"7&Q(&`RAB(,7$&<(38-2(0;$8)-i(JNnP(
1@4" &$?"87&-10%E#(#$%"%?-,-,-1E#(10,=/%*#G(W#2%-?$%"="70(IQ;0(#9.$%0(60()-2T"7/(&SBA nebo 
5`RAB(,7$&<(38-2(I"-;-?"=,E#"(#0&,$&Q()&-7$,7"1%/(S4"%%-87"()&-7"(#$%"%?-,-,@#(8,2)"%(AB(CB(
W-135 a Y.

W#2%-?$%"="70(2(I07-;07(1$(19,2(JK-KV(#98/=@

V klinických studiích MenACWY-TT-039 a MenACWY-TT-a]a(IQ;0(5-:%-=$%0("#2%"7%/(-:)-19g(
%0(-4,-1*%/(I2g(10,=/%-2(!"#$%&"'(%$I-(&$?"87&-10%-2(,-%32?-10%-2(OC-CRM197 )
meningokokovou vakcínou (MenC-CRM). 
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!"#$%&"'(1Q1-;*10;(I0,7$&"=":%/()&-7";*7,-1-2(-:)-19g()&-7"(1+$#(47Q.$#(8,2)"%*#B()."4$#T(
-:)-19g()&-7"(8,2)"%9(C(IQ;0(8&-1%07$;%*(8 -:)-19:/(1Q1-;0%-u registrovanou vakcínou MenC-CRM, 
pokud jde o titry rSBA on(O70I2;,0(JPG

Tabulka 1: ]=9DIFKSKW;<(?F:DKB7D9:87(:W?:8G^(_F*]'`(E(X=D:B=D(8I(8G9E(ab-bc(NGA<S@

Skupina %W?:8G^(;=

Studie MenACWY-TT-039
rSBA(1)

Studie MenACWY-TT-040
rSBA(2)

N
de

(95%CI)
GMT

(95%CI) N
de

(95%CI)
GMT

(95%CI)

A Nimenrix 354
99,7%
(98,4; 
100)

2205,0
(2007,8; 
2421,6)

183
98,4%
(95,3; 
99,7)

3169,9
(2577,2; 
3898,8)

C

Nimenrix 354
99,7%
(98,4; 
100)

477,6
(437,3; 
521,6)

183
97,3%
(93,7; 
99,1)

828,7
(672,4; 
1021,4)

vakcína MenC-
CRM

121
97,5%
(92,9; 
99,5)

212,3
(170,0; 
265,2)

114
98,2%
(93,8; 
99,8)

691,4
(520,8; 
917,9)

W-135 Nimenrix 354
100%
(99,0; 
100)

2681,7
(2453,1; 
2931,6)

186
98,4%
(95,4; 
99,7)

4022,3
(3269,2; 
4948,8)

Y Nimenrix 354
100%
(99,0; 
100)

2729,4
(2472,7; 
3012,8)

185
97,3%
(93,8; 
99,1)

3167,7
(2521,9; 
3978,9)

Analýza imunogenicity byla provedena v ATP (according-to-protocol) kohortách pro imunogenicitu.
(1) krevní 16-&,Q(IQ;Q(-:$I&*%Q(]K(0T(bX(:%@()-(10,="%0="
(2) ,&$1%/(16-&,Q(IQ;Q(-:$I&*%Q(Va(7-(]K(:%@()-(10,="%0="

Ve studii MenACWY-TT-039 byla jako sekundární cílový parametr hodnocena baktericidní aktivita 
v 8<&2(&-1%9T(8()-2T"7/#(;":8,<5-(8<&0(30,-(6:&-3$(,-#);ementu (hSBA) (tabulka 2).

Z=XEB9=(bf(]=9DIFKSKW;<(?F:DKB7D9:87(:W?:8G^(_V*]'`(E(X=D:B=D(8I(8G9E(ab-bc(NGA<S@

Skupina %W?:8G^(;= N

Studie MenACWY-TT-039
hSBA(1)

de
(95% CI)

GMT
(95%CI)

A Nimenrix 338
77,2%

(72,4; 81,6)
19,0

(16,4; 22,1)

C
Nimenrix 341

98,5%
(96,6; 99,5)

196,0
(175,4; 219,0)

vakcína MenC-CRM 116
81,9%

(73,7; 88,4)
40,3

(29,5; 55,1)

W-135 Nimenrix 336
87,5%

(83,5; 90,8)
48,9

(41,2; 58,0)

Y Nimenrix 329
79,3%

(74,5; 83,6)
30,9

(25,8; 37,1)
Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G
(1) ,&$1%/(16-&,Q(IQ;Q(-:$I&*%Q(]K(0T(bX(:%@()-(10,="%0="

W#2%-?$%"="70(2(:97/(1$(19,2(K-10 let

d$(:1-2(8&-1%*10=/=5(872:"/=5()&-1*:9%E=5(2(82I3$,7@(1$(19,2(K-10 let dostala jedna skupina 
82I3$,7@(3$:%2(:*1,2(10,=/%Q(!"#$%&ix a druhá skupina 30,-(8&-1%*10=/()./)&01$, 3$:%2(:*1,2(I2g(
registrovanou vakcínu MenC-CRM (studie MenACWY-TT-anJP(%$I-(&$?"87&-10%<(-IQ4$3%<(
)-;Q80=50&":-1<(10,=/%Q()&-7"(#$%"%?-,-,@#(8,2)"%(AB(CB(D-135, Y (ACWY-F`P(8)-;$4%-87"(
GlaxoSmithKline Biologicals (studie MenACWY-TT-038  ).



8

Ve studii MenACWY-TT-038 bylo prokázáno, že Nimenrix je non-inferiorní k &$?"87&-10%<(10,=/%9(
ACWY-F`B()-,2:(3:$(-(-:)-19g(%0(10,=/%2(2(1+$=5(47Q.(8,2)"%(OAB(CB(D-135 a Y) (viz tabulka 3).

Y:)-19g(%0(10,=/%2(IQ;0(:$L"%-1*%0(30,-()-#9&(82I3$,7@(8N
! rSBA titry " VK(2()@1-:%9(8<&-%$?07"1%/=5(82I3$,7@(O73G(&`RA(7"7&().$:(10,="%0=/(s(nP
! 0;$8)-i(]%*8-I%<(61E+$%/(&`RA(7"7&@(2()@1-:%9(8<&-)-6"7"1%/=5(82I3$,7@(z 5-:%-7().$:(

-4,-1*%/#( %0(5-:%-7Q()-(-4,-1*%/(O73G(&`RA(7"7&().$:(10,="%0=/ o(nP

Ve studii MenACWY-TT-081 bylo prokázáno, že vakcína Nimenrix byl non-inferiorní k jiné 
&$?"87&-10%<(10,=/%9(_$%C-CH_B()-,2:(3:$(-(-:)-19g(%0(10,=/%2(1$(8,2)"%9(_$%(C(wj]Bnk(Ojbk(
CI: 91,4; 97,1) resp. 95,7% (95% CI: 89,2; 98,8)]; GMT byly nižší ve sk2)"%9(8 vakcínou Nimenrix 
[2794,8 (95% CI: 2393,5; 3263,3)] ve srovnání s vakcínou MenC-CRM [5291,6 (95% CI: 3814,6; 
7340,5)].

Tabulka 3: ]=9DIFKSKW;<(?F:DKB7D9:87(:W?:8G^(_F*]'`(;=(8=9S<;E(-KNI;FKg(=(8=9S<;E('hij-
!*(E(WGD<(8I(8G9E(b-ak(BID(a(NGA<S(?:(:P9ování (studie MenACWY-TT-038)

Skupina
Nimenrix vakcína ACWY-PS 

N VR
(95%CI)

GMT
(95%CI)

N VR
(95%CI)

GMT
(95%CI)

A 638
88,6%

(85,8; 90,9)
6309,7

(5979,0; 6658,8)
206

65,5%
(58,6; 72,0)

2309,4
(2055,8; 2594,3)

C 732
95,9%

(94,2; 97,2)
4983,6

(4514,1; 5502,0)
251

89,6%
(85,2; 93,1)

1386,8
(1108,9; 1734,4)

W-135 738
97,4%

(96,0; 98,4)
11569,8

(10910,7; 12268,7)
252

82,5%
(77,3; 87,0)

2150,6
(1823,9; 2535,8)

Y 771
92,5%

(90,4; 94,2)
10886,6

(10310,7; 11494,5)
258

68,6%
(62,6; 74,2)

2544,7
(2178,2; 2972,9)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G
dHN(-:)-19g(%0(10,=/%2(O10=="%$(&$8)-%8$P

W#2%-?$%"="70(2(:-8)/103/=/=5(1$(19,2(JJ-Jm(;$7(0(:-8)9;E=5(1$(19,2(o(Jn(;$7

d$(:1-2(,;"%"=,E=5(872:"/=5()&-1*:9%E=5(2(:-8)/103/=/=5(1$(19,u 11-14 let 
(studie MenACWY-TT-aVXP(0(2(:-8)9;E=5(1$(19,2(Jn-55 let (studie study MenACWY-TT-035) byla 
)-:*1*%0(I2g(3$:%0(:*1,0(10,=/%Q(!"#$%&"'(%$I-(3$:%0(:*1,0(10,=/%Q(ACDx-PS.

U(:-8)/103/=/=5("(:-8)9;E=5(IQ;-()&-,*6*%-B(T$(!"#$%&"'(3$("#2%-;-?"=,Q(%-%-inferiorní k 10,=/%9(
ACWY-F`B()-,2:(3:$(-(-:)-19g(%0(10,=/%2B(30,(3$(:$L"%-1*%0(1E+$(O70I2;,0(]PG(Y:)-19g(%0(
1+$=5%Q(47Q."(#$%"%?-,-,-1<(8,2)"%Q(%01-6$%*(10,=/%-2(!"#$%&"'(IQ;0(I2g()-:-I%*B(%$I-(1Q++/B(
%$T(-:)-19g(1Q1-;0%*(10,=/%-2(ACDx-PS.

Tabulka 4: Ba9DIFKSKW;<(?F:DKB7D9:87(:W?:8G^(_F*]'`(;=(8=9S<;E(-KNI;FKg(=(8=9S<;E('hij-
!*(E(W:A?<8=L<S<SV(8I(8G9E(aa-al(BID(=(W:A?GBMSV(8I(8G9E(d(ae(BID(aNGA<S(?:(:P9:87;<

Studie
_5G9:8O(
rozmezí)

Skupina
Nimenrix vakcína ACWY-PS

N VR
(95%CI)

GMT
(95%CI)

N VR
(95%CI)

GMT
(95%CI)

Studie 
MenACWY

-TT-036
(11-17 let)

A 615
85,4%

(82,3; 88,1)

6106,8
(5739,5; 
6497,6)

215
79,5%

(73,5; 84,7)

3203,0
(2854,1; 
3594,6)

C 719
97,1%

(95,6; 98,2)

12645,5
(11531,8; 
13866,7)

237
96,6%

(93,5; 98,5)

8271,6
(6937,3; 
9862,4)

W-135 717
96,5%

(94,9; 97,7)

8390,1
(7777,8; 
9050,7)

242
88,0%

(83,2; 91,8)

2679,3
(2363,7; 
3037,2)
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Y 737
93,1%

(91,0; 94,8)

13865,2
(12968,1; 
14824,4)

246
78,0%

(72,3; 83,1)

5245,3
(4644,2; 
5924,1)

Studie 
MenACWY

-TT-035
(18-55 let)

A 743
80,1%

(77,0; 82,9)

3624,7
(3371,7; 
3896,8)

252
69,8%

(63,8; 75,4)

2127,2
(1909,2; 
2370,1)

C 849
91,5%

(89,4; 93,3)

8865,9
(8011,0; 
9812,0)

288
92,0%

(88,3; 94,9)

7371,2
(6297,4; 
8628,2)

W-135 860
90,2%

(88,1; 92,1)

5136,2
(4698,8; 
5614,3)

283
85,5%

(80,9; 89,4)

2461,3
(2081,0; 
2911,0)

Y 862
87,0%

(84,6; 89,2)

7710,7
(7100,1; 
8373,8)

288
78,8%

(73,6; 83,4)

4314,3
(3782,1; 
4921,5)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G
dHN(-:)-19g(%0(10,=/%2

F$&6"87$%=$("#2%"7%/(-:)-19:"

F$&6"87$%=$("#2%"7%/(-:)-19:"(1Q1-;0%<()-:*%/#(10,=/%Q(!"#$%&"'(IQ;0(5-:%-=$%0(JK(0T(]K(#98/=@(
)-(-4,-1*%/(2(82I3$,7@(1$(19,2(JK(#98/=@(0T(bb(;$7G

d$(1+$=5(19,-1E=5(8,2)"%*=5(IQ;Q(1(-,0#T",2(, hodnocení perzistence pozorované vyšší rSBA 
^_[%$T().$:(-4,-1*%/#(2(1+$=5(47Q.(8,2)"%G

Ve všech skupinách (A, C, W-JVbB(xP(IQ;0()$&6"87$%=$()&-7";*7$,(1Q1-;0%E=5()-:*%/#()./)&01,2(
Nimenrix podobná nebo vyšší než persistence protilátek vyvolaná registrovanými meningokokovými 
vakcínami (tj. vakcínou MenC-CH_(2(82I3$,7@(1$(19,2(JK-23 let a vakcínou ACWY-F`(2(82I3$7,@(
1$(19,2(870&+/=5(K(;$7PG

F$&6"87$%=$("#2%"7%/(-:)-19:"(2(I07-;07

Ve studii MenACWY-TT-a]n(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0()-#-=/(&`RA(0(5`RA(
K(&-,Q()-(-4,-1*%/(2(I07-;07()&"#*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-TT-039 (tabulka 5). Na 
rozdíl od pozorované perzistence rSBA-MenA zde došlo k rychlému poklesu hSBA-MenA protilátek 
(viz bod 4.4).

Z=XEB9=(mf(.W=LI(DM9=L<S<(AI(W8:EBIDO(?IF>KADI;SI(E(X=D:B=D(8I(8G9E(ab-bc(?HK(:P9:87;<

Skupina %W?:8G^(
na

rSBA hýba

N de
(95%CI)

GMT
(95%CI)

N de
(95%CI)

GMT
(95%CI)

A Nimenrix 181
97,8%

(94,4; 99,4)
420.3

(356,1; 495,9)
183

23,0%
(17,1; 29,7)

3,8
(3,2; 4,5)

C

Nimenrix 186
88,2%

(82,6; 92,4)
98,1

(77,7; 123,8)
175

86,9%
(80,9; 91,5)

50,2
(38,7; 65,1)

vakcína 
MenC-
CRM 

29
69,0%

(49,2; 84,7)
53,5

(25,5; 112,0)
19

52,6%
(28,9; 75,6)

10,4
(4,4; 22,8)

W-135 Nimenrix 188
98,9%

(96,2; 99,9)
369,9

(342,0; 460,5)
180

91,1%
(86,0; 94,8)

77,7
(61,8; 97,6)

Y Nimenrix 188
97,9%

(94,6; 99,4)
396,6

(324,0; 485,5)
154

87,0%
(80,7; 91,9)

58,1
(44,5; 75,8)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G

F$&6"87$%=$("#2%"7%/(-:)-19:"(2(:97/(1$(19,2(X-10 let
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Ve studii MenACWY-TT-aKn(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0()-#-=/(5`RA(3$:$%(&-,(
)-(-4,-1*%/(2(:97/(1$(19,2(X-10 let prim*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-TT-027 (tabulka 6) 
(viz bod 4.4).

Z=XEB9=(nf(.W=LI(a(NGA<S(?:(:P9:87;<(=(?IF>KADI;SI(a(F:9(?:(:P9:87;<(E(WGD<(8I(8G9E(n-10 let 

Skupina
%W?:8G^(

na
a(NGA<S(?:(:P9:87;< !IF>KADI;SI(a(F:9(?:(:P9:87;<

N "8
(95%CI)

GMT
(95%CI)

N "8
(95%CI)

GMT
(95%CI)

A

Nimenrix
105

80,0 %
(71,1; 87,2)

53,4
(37,3; 76,2)

104
16,3%

(9,8; 24,9)
3,5

(2,7; 4,4)

ACWY-PS
35

25,7%
(12,5;43,3)

4,1
(2,6;6,5)

35
5,7%

(0,7;19,2)
2,5

(1,9;3,3)

C

Nimenrix
101

89,1%
(81,3;94,4)

155,8
(99,3;244,3)

105
95,2%

(89,2;98,4)
129,5

(95,4;175,9)

ACWY-PS
38

39,5%
(24,0;56,6)

13,1
(5,4;32,0)

31
32,3%

(16,7;51,4)
7,7

(3,5;17,3)

W-135

Nimenrix
103

95,1%
(89,0;98,4)

133,5
(99,9;178,4)

103
100%

(96,5;100)
256,7

(218,2;301,9)

ACWY-PS
35

34,3%
(19,1;52,2)

5,8
(3,3;9,9)

31
12,9%

(3,6;29,8)
3,4

(2,0;5,8)

Y

Nimenrix
89

83,1%
(73,7;90,2)

95,1
(62,4;145,1)

106
99,1%

(94,9;100)
265,0

(213,0;329,6)

ACWY-PS
32

43,8%
(26,4;62,3)

12,5
(5,6;27,7)

36
33,3%

(18,6;51,0)
9,3

(4,3;19,9)
Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G

F$&8"87$%=$("#2%"7%/(-:)-19:"(2(:-8)/103/=/=5

Ve studii MenACWY-TT-a]V(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0(K(&-,Q()-(-4,-1*%/(2(
:-8)/103/=/=5()&"#*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-TT-036 (tabulka 7). Primární výsledky této 
studie viz tabulka 4.

Z=XEB9=(lf(.W=LI(DM9=L<S<(AI(W8:EBIDO(?IFAKADI;SI(_F*]'`(E(W:A?<8=L<S<SV(8I(8G9E(aa-al(BID(?HK(
vakcinaci

Skupina
Nimenrix vakcína ACWY-PS

N
de

(95%CI)
GMT

(95%CI) N
de

(95%CI)
GMT

(95%CI)

A 445
99,8%

(98,8; 100)
1517,4

(1399,7; 1645,1)
144

100%
(97,5; 100)

810,6
(695,9; 944,3)

C 447
99,3%

(98,1; 99,9)
1121,9

(996,9; 1262,6)
145

98,6%
(95,1; 99,8)

1499,0
(1119,6; 2006,8)

W-135 447
99,6%

(98,4; 99,9)
2070,6

(1869,6; 2293,0)
143

95,1%
(90,2; 98,0)

442,6
(341,8; 573,0)

Y 447
100%

(99,2; 100)
3715,9

(3409,3; 4049,9)
142

97,2%
(92,9; 99,2)

1090,3
(857,7; 1386,1)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G

F$&6"87$%=$("#2%"7%/(-:)-19:"(2(:-8)/103/=/=5(0(:-8)9;E=5(1$(19,2(JJ-25 let

Ve studii MenACWY-TT-abj(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0()-#-=/(5`RA(J(&-,()-(
-4,-1*%/(2(:-8)/103/=/=5(0(:-8)9;E=5(1$(19,2(JJ-Kb(;$7()&"#*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-
TT-052 (tabulka 8) (viz bod 4.4).
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Z=XEB9=(ef(.W=LI(a(NGA<S(?:(:P9:87;<(=(?IF>KADI;SI(a(F:9(?:(:P9:87;<(E(W:A?<8=L<S<SV(=(
W:A?GBMSV(8I(8G9E(aa-25 let 

Skupina
a(NGA<S(?:(:P9:87;< PIF>KADI;SI(a(F:9(?:(:P9:87;<

N "8
(95%CI)

GMT
(95%CI)

N "8
(95%CI)

GMT
(95%CI)

A 356
82,0%

(77,6; 85,9)
58,7

(48,6; 70,9)
350

29,1%
(24,4; 34,2)

5,4
(4,5; 6,4)

C 359
96,1%

(93,5; 97,9)
532,0

(423,8; 667,8) 336
94,9%

(92,0; 97,0)
172,0

(142,5; 207,4)

W-135 334
91,0%

(87,4; 93,9)
116,8

(96,8; 141,0)
327

98,5%
(96,5; 99,5)

197,5
(173,0; 225,5)

Y 364
95,1%

(92,3; 97,0)
246,0

(207,7; 291,4)
356

97,8%
(95,6; 99,0)

271,8
(237,5: 311,2)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G

Imu!"#!$%&'()*

Ve studii MenACWY-TT-aJ](IQ;-(5-:%-=$%-(1Q1-;*%/("#2%"7%/()0#97"(3$:$%(#98/=()-()-:*%/()97"%Q(
dávky vakcíny ACWY-PS (10 y?(,0T:<5-()-;Q80=50&":2P(:97$#(1$(7.$7/#(&-=$(T"1-70B(,7$&<(IQ;Q(
)&"#*&%9(-4,-10%<(1$(872:""(_$%ACDx-TT-013 vakcínou Nimenrix nebo registrovanou vakcínou 
MenC-CH_(1$(19,2(JK(0T(J](#98/=@G

\$:$%(#98/=()-()-:*%/()&-1-,04%/(O=50;;$%?$P(:*1,Q(IQ;Q(^_[(1Q1-;0%<(2(82I3$,7@()&"#*&%9(
-4,-10%E=5(10,=/%-2(!"#$%&"'(61E+$%Q(XBb(0T(n%*8-I%9(2(8,2)"%(AB(CB(D-135 a Y a ukazovaly, že 
Nimenr"'("%:2,23$("#2%"7%/()0#9t(1@4"(8,2)"%*#(AB(D-135 a Y. Post-challenge GMT rSBA-MenC 
byly podobné v obou studijních skupinách, což ukazuje, že Nimenrix indukuje obdobnou imunitní 
)0#9t(1@4"(8,2)"%9(C(30,-(&$?"87&-10%*(10,=/%0(_$%C-CRM (tabulka 9).

Tabulka of()NE;KD;<(:W?:8G^(_F*]'`(a(NGA<S(?:(?F:8:9=P;<N(_SV=BBI;[I`(:P9:87;<(E(AEXLI9D@(
?FKN7F;G(:P9:8=;MSV(8=9S<;:E(-KNI;FKg(;IX:(8=9S<;:E(pI;h-h,p(8I(8G9E(ab(=J(aq(NGA<S@

Skupina %W?:8G^(;=
Pre-challenge Post-challenge

N
GMT

(95%CI) N
GMT

(95%CI)
A Nimenrix 32

544,0
(325,0; 910,7)

25
3321,9

(2294,2; 4810,0)

C

Nimenrix 31
174,0

(104,8; 288,9)
32

5965,7
(4128,4; 8620,7)

vakcína 
MenC-CRM

28
34,4

(15,8; 75,3)
30

5265,2
(3437,3; 8065,1)

W-135 Nimenrix 32
643,8

(394,1; 1051,8)
32

11058,1
(8587,2; 14239,9)

Y
Nimenrix 32

439,8
(274,0; 705,9)

32
5736,6

(4215,9; 7806,0)
Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G

+,-./0#1%23$4/%56054'!7%#8'2"6!$%&591:';<'8"2545,%4'0;$!5,%&85#"%=/"::/8"'%(/!"!>"#"2":

Ve studii MenACWY-TT-aKJ()&-1*:9%<(2(82I3$,7@(1$(19,2(]Bb-34 let byla imunogenicita vakcíny 
Nime%&"'()-:*10%<(#$6"(VaG(0(]KG(#98/=$#()-(-4,-1*%/(10,=/%-2(ACDx-PS porovnávána 
s "#2%-?$%"="7-2(10,=/%Q(!"#$%&"'()-:0%<(82I3$,7@#(-:)-1/:03/=/5-(19,2B(,7$&<(%$IQ;Q(
v ).$:=5-6/=5(Ja(;$7$=5(-4,-1*%Q(T*:%-2(#$%"%?-,-,-1-2(10,=/%-2G(W#2%"7%/(-:)-19g(O&`RA(7"7&(
onP(IQ;0()-6-&-1*%0(1$(1+$=5(8,2)"%*=5(OAB(CB(D-JVbB(xP(2(1+$=5(82I3$,7@(I$6(-5;$:2(%0(0%0#%<62(
-4,-1*%/()&-7"(#$%"%?-,-,@#G(^_[(&`RA(IQ;Q(1E6%0#%9(%"T+/(2(82I3$,7@B(,7$&<(:-870;Q(3$:%2(
dávku vakcíny ACWY-PS 30-]K(#98/=@().$:()-:*%/#(10,=/%Q(!"#$%&"'(O70I2lka 10) (viz bod 4.4). 
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Z=XEB9=(akf()NE;KD;<(:W?:8G^(_F*]'`(a(NGA<S(?:(:P9:87;<(8=9S<;:E(-KNI;FKg(E(AEXLI9D@(?:WBI(
LILKSV(=;=N;O>Q(:P9:87;<(?F:DK(NI;K;[:9:9@N((

Skupina

*EXLI9DQ(:P9:8=;O(?HIW(ck(=J(qb(NGA<SK(
vakcínou ACWY-PS

Subjekty, které nedostaly v posledních 10 
letech žádnou meningokokovou vakcínu

N
de

(95%CI)
GMT

(95%CI) N
de

(95%CI)
GMT

(95%CI)

A 146
100%

(97,5; 100)
6868,8

(6044,9; 7805,0)
69

100%
(94,8; 100)

13014,9
(10722,2; 15798,0)

C 169
100%

(97,8; 100)
1945,8

(1583,3; 2391,1)
75

100%
(95,2; 100)

5494,6
(4266,3; 7076,5)

W-135 169
100%

(97,8; 100)
4635,7

(3942,5; 5450,7)
75

100%
(95,2; 100)

9078,0
(7087,7; 11627,1)

Y 169
100%

(97,8; 100)
7799,9

(6682,8; 9103,6)
75

100%
(95,2; 100)

13895,5
(11186,2; 17260,9)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G

z1&-)8,*(0?$%72&0()&-(;<4"1<()./)&01,Q(%$1QT0:23$(8);%9%/()-1"%%-87"().$:;-T"7(1E8;$:,Q(872:"/(
s vakcínou Nimenrix u jedné nebo více podskupin pediatrické populace v indikaci prevence 
#$%"%?-,-,-1<5-(-%$#-=%9%/(6)@8-beného Neisseria meningitidis skupiny A, C, W-135 a Y 
O"%L-&#0=$(-()-2T"7/(2(:97/(1"6(I-:(]GKPG

5.2 Farmakokinetické vlastnosti

Není aplikovatelné.

5.3 !HIW9BK;KS9O(YW=LI(8>D=VEL<S<(AI(9 XI>?IP;:ADK(

!$,;"%"=,<(S:03$(6/8,0%<(%0(6*,;0:9(,-%1$%4%/=5(L0&#akologických studií lokální snášenlivosti, 
0,27%/(7-'"="7QB(7-'"="7Q()-(-)0,-10%<#()-:*1*%/B(&$)&-:2,4%/(0(1E1-3-1<(7-'"="7Q(0(L$&7";"7Q(
%$-:50;";Q(T*:%<(61;*+7%/(&"6",-()&-(4;-19,0G

6. FARMACEUTICKÉ ÚDAJE

6.1 Seznam pomocných látek

Prášek:

Sacharosa
Trometamol

H-6)-2+79:;-N

Chlorid sodný
Voda na injekci

6.2 Inkompatibility

Studie kompatibility nejsou k :"8)-6"="B()&-7-(%$8#/(IE7(7$%7-(;<4"1E()./)&01$,(#/8$%(8 jinými 
;<4"1E#"()./)&01,QG

6.3 Doba použitelnosti

3 roky

Po rekonstituci:
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Po rekonsti72="(#28/(IE7(10,=/%0()-2T"70(-,0#T"79G(C5$#"=,*(0(LQ6",*;%/(870I";"70(IQ;0(%"=#<%9()-(
&$,-%87"72="()&-,*6*%0()-(:-I2(K](5-:"%()."(7$);-79(:-(30°C.

6.4 38B7CD;<(:?=DHI;<(?F:(ESV:8787;<

U=5-1*1$37$(1(=5;0:%"4=$(O2°C – 8°C).
C5&0i7$().$:(#&06$#G
Uchovávejt$(1()@1-:%/#(-I0;2B(0IQ(IQ;()./)&01$,(=5&*%9%().$:(8197;$#G

F-:#/%,Q(2=5-1*1*%/(7-5-7-(;<4"1<5-()./)&01,2()-(3$5-(&$,-%87"72="(38-2(21$:$%Q(1(I-:9(XGVG

6.5 Druh obalu a obsah balení 

F&*+$,(1("%3$,4%/(;051"4=$(O8,;-(7Q)2(WP(8$(6*7,-2(OI27Q;-1*()&QTP(0(&-6)-2+79:;-(1 ).$:);%9%<("%3$,4%/(
87./,04=$(8$(6*7,-2(OI27Q;-1*()&QTPG
Velikost balení 1 a 10, s jehlami nebo bez jehel.

Na trhu nemusí být k dispozici všechny velikosti balení.

6.6 38B7CD;<(:?=DHI;<(?F:(BK98KW=SK(?H<?F=89E(=(?F:(>=SV7>I;<(A(;<N

Návod p&-(&$,-%87"72="(10,=/%Q().";-T$%E#(&-6)-2+79:;$#(1 ).$:);%9%<("%3$,4%/(87./,04=$

!"#$%&"'(#28/(IE7(&$,-%87"72-1*%().":*%/#(=$;<5-(-I8052(&-6)-2+79:;0(6().$:);%9%<("%3$,4%/(
87&/,04,Q(:-("%3$,4%/(;051"4,Q(-I80523/=/()&*+$,G
F.")-3$%/(3$5;Q(, "%3$,4%/(87./,04=$(1"6(-I&*6$,(%/T$G(W%3$,4%/(87./,04,0(:-:*10%*(8 vakcínou Nimenrix 
1+0,(#@T$(IE7(;$5=$(-:;"+%*(OI$6(+&-2I-10=/5-(6*1"72P(-:("%3$,4%/(87./,04,Q()-)80%<(%0(-I&*6,2G(
V 7-#7-()./)0:9().")-37$(3$5;2(I$6(+&-2I-1*%/G

1. Držte DGB:
(nedrT7$(87./,04,2(60()/87PB

87./,04,Q(3$:%-2(&2,-2(

-:+&-2I237$(26*19&(87./,04,Q(-7*4$%/#
)&-7"(8#9&2(5-:"%-1E=5(&24"4$,G

2. AIQ87$().")-3";O0P jehl2(,$(87./,04=$B(
%0+&-2I23$(3$5;2(%0(87./,04,2(
1$(8#9&2(5-:"%-1E=5(&24"4$,
:-,2:(%$2=/7/7$B(T$(3$()$1%9().")-3$%0
(viz obrázek).

3. Y:87&0i7$(,&Q7,2(3$5;QB(=-T(#@T$(3/7(%9,:Q
7&-=52(-I7/T%9G

4. F.":$37$(&-6)-2+79:;-(, )&*+,2G(F-().":*%/(&-6)-2+79:;0(, )&*+,2(8#98()&-7.$)*1$37$B(:-,2:(8$(
1+$=5$%()&*+$,(S);%9(%$&-6)287/(1(&-6)-2+79:;$G

H$,-%87"72-10%*(10,=/%0(3$(4"&E(I$6I0&1ý roztok.

F/87(87./,04,Q

[9;-(87./,04,Q U6*19&(87./,04,Q

Krytka jehly
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H$,-%87"72-10%-2(10,=/%2(3$(7.$I0().$:()-:*%/#(6,-%7&-;-107()-5;$:$#B(6:0(%$-I80523$(="6/(4*87"=$(
a/nebo odchylky od fyzikálního vzhledu. V )./)0:9(606%0#$%*%/(30,E=5,-;"(6#9%(10,=/%2(
6%$5-:%-t7$G
F-(&$,-%87"72="(3$(%27%<(10,=/%2(-,0#T"79()-2T/7G

K podání vakcíny je nutné použít novou jehlu.

d$+,$&E(%$)-2T"7E(;<4"1E()./)&01$,(%$I-(-:)0:%/(#07$&"*;(#28/(IE7(6%$5-:%-=$%(1 souladu 
s místními požadavky.

7. DRŽITEL ROZHODNUTÍ O REGISTRACI

GlaxoSmithKline Biologicals S.A.
Rue de l’Institut 89
B-1330 Rixensart, Belgie

8. ,4r)*Z,'\-#(\#*$%_'`

9. DATUM PRVNÍ REGISTRACE/PRODLOUŽENÍ REGISTRACE

Datum první registrace:

10. DATUM REVIZE TEXTU

F-:&-I%<("%L-&#0=$(-(7-#7-(;<4"1<#()./)&01,2(38-2(,(:"8)-6"="(%0({$I-1E=5(87&*%,*=5(z1&-)8,<(
0?$%72&Q()&-(;<4"1<().ípravky na adrese http://www.ema.europa.eu.
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1. -2345(!"#!,'56+

!"#$%&"'()&*+$,()&-()./)&012("%3$,4%/5-(&-67-,2(8 &-6)-2+79:;$#(1 ampulce
>-%32?-10%*(10,=/%0()&-7"(#$%"%?-,-,@#(8,2)"%(AB(CB(D-135 a Y

2. KVALITATIVNÍ A KVANTITATIVNÍ SLOŽENÍ

Po rekonstituci 1 dávka (0,5 ml) obsahuje:

Neisseria meningitidis group A polysacharidum1 5 #",&-?&0#@
Neisseria meningitidis group C polysacharidum1 5 #",&-?&0#@
Neisseria meningitidis group W-135 polysacharidum1 5 #",&-?&0#@
Neisseria meningitidis group Y polysacharidum1 5 #",&-?&0#@

1,-%32?-1*%-(%0()&-7$"%-1E(%-8"4(7$70%"=,E(7-'-": 44 #",&-?&0#@

Úplný seznam pomocných látek viz bod 6.1.

3. LÉKOVÁ FORMA

F&*+$,()&-()./)&012("%3$,4%/5-(&-67-,2(8(&-6)-2+79:;$#G
Prášek je bílý.
H-6)-2+79:;-(3$(4"&<B(I$6I0&1<G

4. KLINICKÉ ÚDAJE

4.1 Terapeutické indikace

Nimenrix je indikován k 0,7"1%/("#2%"60="(-8-I(-:(JK(#98/=@(19,2(0(870&+/=5()&-7"("%106"1%/#2(
#$%"%?-,-,-1<#2(-%$#-=%9%/(6)@8-I$%<#2(Neisseria meningitidis skupiny A, C, W-135 a Y.

4.2 /789:87;<(=(>?@A:X(?:W7;<

Dávkování

Nimerix se má podávat v souladu s :-872)%E#"(-L"="*;%/#"(:-)-&24$%/#"G

M*,;0:%/(-4,-1*%/N
K imunizaci se používá jedna dávka 0,5 ml rekonstituované vakcíny.

F.$-4,-1*%/N
!"#$%&"'(;6$()-:07(30,-(:&25-2(OI--87$&P(:*1,2(82I3$,7@#B(,7$&<(IQ;Q(:./1$ -4,-1*%Q(-IQ4$3%-2(
polysacharidovou meningokokovou vakcínou (viz body 4.4 a 5.1).

!27%-87()-:*%/(:&25<(:*1,Q(2(-8-I()&"#*&%9(-4,-10%E=5(10,=/%-2(!"#$%&"'(%$IQ;0(:-82:(870%-1$%0(
(viz body 4.4. a 5.1).

Pediatrická populace

R$6)$4%-87(0(S4"%%-87(10,=/%Q(!"#$%&"'(2(:97/(#;0:+/=5(JK(#98/=@(%$IQ;0(:-82:(870%-1$%0G(!$38-2(
dostupné žádné údaje.

Starší populace
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K :"8)-6"="(%$38-2(T*:%<(S:03$(7E,03/=/(8$(-8-I(1$(19,2(> 55 let.

M)@8-I()-:*%/

Imunizace se provádí pouze intramuskulární injekcí, nejlépe do deltového svalu.
U(:97/(1$(19,2(JK(0T(KV(#98/=@(;6$(10,=/%2(&-1%9T(0);",-107(:-(0%7$&-;07$&*;%/(87&0%Q(87$5%0(O1"6(I-:Q(
4.4 a 4.5).

W%87&2,=$(7E,03/=/(8$(&$,-%87"72=$(;<4"1<5-()./)&01,2().$:()-:*%/#(1"6(I-:(XGXG

4.3 Kontraindikace

fQ)$&8$%6"7"1"70(%0(;<4"1<(;átky nebo na kteroukoli pomocnou látku t-5-7-()./)&01,2(21$:$%-2(1 I-:9(
6.1.

4.4 38B7CD;<(E?:>:F;G;<(=(:?=DHI;<(?F:(?:EJKD<

!"#$%&"'(8$(%$8#/(60(T*:%E=5(-,-;%-87/()-:*107("%7&0108,2;*&%9B("%7&0:$&#*;%9(0%"(82I,27*%%9G

Podle zásad správné klinické praxe ).$:=5*6/(-4,-1*%/(65-:%-=$%/(0%0#%<6Q(O6$3#<%0(8 ohledem na 
).$:=5-6/(-4,-1*%/(0(#-T%E(1E8,Q7(%$T*:-2=/=5(S4"%,@P(0(,;"%"=,<(1Q+$7.$%/G

F&-()./)0:(16*=%<(0%0LQ;0,7"=,<(&$0,=$()-()-:*%/(10,=/%Q(#28/(IE7(1T:Q(, :"8)-6"="()./8;2+%*(
;<,0.8,*()<4$(0(:-5;$:G

Y4,-1*%/(10,=/%-2(!"#$%&"'(3$(7.$I0(-:;-T"7(2(-8-I(7&)/=/=5(6*10T%E#(0,27%/#(5-&$4%07E#(
-%$#-=%9%/#G(Z$5,*("%L$,=$B(30,-(3$(%0).G(%0=5;06$%/B(IQ(%$#9;0(IE7((:@1-:$#(, -:;-T$%/(-4,-1*%/G

R95$#(30,<5-,-;"1(-4,-1*%/B(%$I-(:-,-%=$().$:(%/#B(#@T$(:-3/7(6$3#<%0 u dospívajících v :@8;$:,2(
)8Q=5-?$%%/(&$0,=$(%0("%3$,4%/(3$5;2(, 8Q%,-)9(O#:;-I9PG([07-(&$0,=$(#@T$(IE7(:-)&-1*6$%0(
6*10T%E#"(%$2&-;-?"=,E#"()./6%0,QB(30,-(3$().$=5-:%*()-&2=50(6&0,2B()0&$87$6"$(0(7-%"=,--klonické 
6*+,2IQ(,-%4$7"%(I95$#(6-701$%/G(\$(:@;$T"7<()."3#-27()./8;2+%*(-)07.$%/B(0IQ()."(#:;-I*=5(%$:-+;-(
k )-&0%9%/G

!"#$%&"'(3$(7.$I0()-:*107(8 opatrností osobám s trombocytopenií nebo s jakoukoli poruchou krevní 
8&*T;"1-87"B()&-7-T$()-("%7&0#28,2;*&%/(0);",0="(#@T$(:-3/7(2(79=57-(-8-I(,$(,&1*=$%/G

Nimenrix poskytuje ochranu pouze proti Neisseria meningitidis skupiny A, C, W-135 a Y. Tato 
vakcína nechrání proti žádným jiným skupinám Neisseria meningitidis.

K 1Q1-;*%/()&-7$,7"1%/("#2%"7%/(-:)-19:"(%$#28/(:-3/7(2(1+$=5(-4,-10%E=5(-8-IG

Z6$(-4$,*107B T$(2()0="$%7@(;<4$%E=5("#2%-82)&$8"1Q(%$I-(2()0="$%7@(8 imunodeficiencí nemusí dojít 
k 1Q1-;*%/(-:)-1/:03/=/("#2%"7%/(-:)-19:"G

R$6)$4%-87(0("#2%-?$%"="70(%$IQ;0(5-:%-=$%0(2()0="$%7@(8$(61E+$%-2(="7;"1-87/(, meningokokové 
"%L$,="(6)@8-I$%<(2&4"7E#"(-%$#-=%9%/#"B(30,-(38-2(:$L"="$%=$(7$&#"%*;%/5-(,-#);$#$%72(0(
0%07-#"=,*(%$I-(L2%,4%/(08);$%"$G(U(79=57-(-8-I(%$#28/(:-3/7(, vyvolání odpovídající imunitní 
-:)-19:"G

Y8-IQ(:./1$(-4,-10%<(-IQ4$3%-2()-;Q80=50&":-1-2(#$%"%?-,-,-1-2(10,=/%-2(0()-7<(8 odstupem 30 
aT(]K(#98/=@(10,=/%<*(!"#$%&"'(#9;Q(%"T+/(?$-#$7&"=,E()&@#9&(7"7&@()&-7";*7$,(O^[_(- geometric 
#$0%8(7"7&$8P(#9.$%E=5()-#-=/(0%0;E6Q(I0,7$&"=":%/=5()&-7";*7$,(1 8<&2(60()-2T"7/(,&*;"4/5-(
,-#);$#$%72(O&`RAP(1$(8&-1%*%/(8(-8-I0#"B(,7$&<(%$IQ;Q(-4,-1*%Q(T*:%-2 meningokokovou 
10,=/%-2(I95$#().$:=5-6/=5(Ja(;$7(O1"6(I-:(bGJPG(>;"%"=,E(1E6%0#(79=57-()-6-&-1*%/(%$%/(6%*#EG
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R$6)$4%-87(0("#2%-?$%"="70(10,=/%Q(!"#$%&"'(IQ;0(5-:%-=$%0()."(%*8;$:%<#(%$I-(8)-;$4%<#()odání 
spolu s vakcínou DTaP-HBV-IPV/Hib v :&25<#(&-=$(T"1-70G(F-:*%/(10,=/%Q(!"#$%&"'(3$:$%(#98/=()-(
10,=/%9(c[0F-HBV-IPV/Hib vedlo k nižším rSBA GMT proti MenA, MenC a MenW-135 (viz bod 
]GbPG(>;"%"=,E(1E6%0#(79=57-()-6-&-1*%/(%$%/(6%*#EG(H$0,7-?$%"70(5;*+$%*()."()-:*%/(10,=/%((
8)-;$4%9(%$I-(%*8;$:%9(IQ;0()-:-I%*(30,-(&$0,7-?$%"70(606%0#$%0%*()-()-:*%/(:&25<(OI--87$&P(:*1,Q(
vakcíny DTaP-HBV-WFdef"I(1()&@I952(:&25<5-(&-,2(T"1-70G

d;"1()&-7";*7$,()&-7"(7$70%2()./7-#%E=5().$:(-4,-1*%/#

A4,-;"()-(-4,-1*%í vakcínou Nimenrix bylo pozorováno zvýšení koncentrace protilátek proti 
7$70%"=,<#2(7-'-":2(O[[PB()./)&01$,(!"#$%&"'(%$%05&0623$(-4,-1*%/()&-7"(7$70%2G

Vliv vakcíny Nimenrix na koncentraci protilátek proti tetanu

F-:*1*%/(10,=/%Q(!"#$%&"'(8)-;$4%9(8 10,=/%-2(-I80523/=/([[B(%$I-(3$:$%(#98/=().$:(3$3/#()-:*%/#(
I95$#(:&25<5-(&-,2(T"1-70(%$#9;-(1;"1(%0(-:)-19g(%0([[(0%"(1E6%0#%9(%$-1;"1%";-(I$6)$4%-87G(F&-(
osoby starší než 2 roky nejsou k dispozici žádné údaje.

Studie s vakcínou Nimenrix prokázaly rychlý p-,;$8(O#9.$%-()-(JK(#98/=/=5(0()-6:93"()-(-4,-1*%/P(
7"7&@(8<&-1E=5(I0,7$&"=":%/=5()&-7";*7$,()&-7"(_$%AB(,:QT(IQ;()."(0%0;E6$()-2T"7E(;":8,E(,-#);$#$%7(
(hSBA) (viz bod 5.1). 

F$&6"87$%=$(7"7&@(8<&-1E=5(I0,7$&"=":%/=5()&-7";*7$,()&-7"(_$%A

>;"%"=,E(1E6%0#(&Q=5;<5-()-,;$82(7"7&@()&-7";*7$,(5`RA-MenA není znám. Pokud se 1+0,(2(2&4"7<5-(
)0="$%70(-4$,*1*(1Q++/(&"6",-($')-6"=$(_$%A(0()-,2:(#2(IQ;0()-:*%0()&1%/(:*1,0(10,=/%Q(!"#$%&"'(
).$:(1/=$(%$T(&-,$#B(;6$(61*T"7()-:*%/(:&25<(:*1,QG(c-872)%<(S:03$(%06%0423/B(T$(:&25*(:*1,0(1Q1-;*(
0%0#%$87"=,-2("#2%"7%/(-:)-19g(%0(1+$=5%Q(47Q."(7Q)Q(#$%"%?-,-,@(-I80T$%<(1$(10,=/%9G(
V 8-2408%<(:-I9(38-2(:-872)%<("%L-&#0=$(7E,03/=/(8$(I$6)$4%-87"(:&25<(:*1,Q(1$;#"(;"#"7-10%<G

4.5 Interakce s LK;MNK(BOPK8MNK(?H<?F=89Q(=(LK;O(R:FNQ(K;DIF=9SI

!"#$%&"'(;6$()-:*107(8)-;$4%9(8 jakoukoli z následují=/=5(-4,-10=/=5(;*7$,N(10,=/%Q()&-7"(5$)07"7":9(
A(OfAdP(0(5$)07"7":9(R(OfWdPB(10,=/%0()&-7"(8)0;%"4,*#B()./2+%"=/#(0(60&:9%,*# (MMR), vakcína 
)&-7"(8)0;%"4,*#B()./2+%"=/#B(60&:9%,*#(0();0%E#(%$+7-1"=/#(O__HdPB(:$8$7"10;$%7%/(
pneumokoková konjugovaná vakcín0(%$I-(%$0:321-10%*(10,=/%0()&-7"(8$6h%%/(=5.")=$G
!"#$%&"'(;6$(&-1%9T()-:*107(8)-;$4%9(8 ,-#I"%-10%E#"(10,=/%0#"()&-7"(6*+,&72B(7$70%2(0(4$&%<#2(
,0+;"(O0=$;2;*&%/()$&728$P(I95$#(:&25<5-(&-,2(T"1-70B(14$7%9(,-#I"%0=$(10,=/%(c[0F(8 vakcínou proti 
5$)07"7":9 RB(:978,<(-I&%9(O"%0,7"1-10%*(10,=/%0P(%$I-(Haemophilus influenzae typu b, jako je 
vakcína DTaP-HBV-IPV/Hib.

>:Q,-;"(3$(7-(#-T%<B(#03/(8$(10,=/%Q(!"#$%&"'(0(10,=/%0(-I80523/=/([[B(30,-(3$(%0).G(10,=/%0(c[0F-
HBV-WFdef"IB()-:*107(8)-;$4%9B(%$I-(3$(7.$I0()./)&01$,(!"#$%&"'()-:07(0;$8)-i(3$:$%(#98/=().$:(
)-:*%/#(10,=/%Q(-I80523/=/([[G(!*8;$:%<()-:*%/(10,=/%Q(!"#$%&"'(3$:$%(#98/=()-(10,=/%9(c[0F-
HBV-IPV/Hib vedlo k nižším GMT proti MenA, MenC a MenW-JVbG(>;"%"=,E(1E6%0#(79=57-(
pozorování není znám, protože nej#<%9(jjB]k(82I3$,7@(O!lJmnP(#9;-(&`RA(7"7&Q(o(n(v ,0T:<(8,2)"%9(
(A, C, W-135, Y) (viz bod 4.4).

\$:$%(#98/=()-(8)-;$4%<#()-:*%/(8(:$8$7"10;$%7%/()%$2#-,-,-1-2(,-%32?-10%-2(10,=/%-2(IQ;Q(
pozorovány nižší GMC a OPA (opsonophagocyt assay) GMT protilátek u jednoho pneumokokového 
sérotypu (sérotypu 18C konjugovaného na transportní protein pro tetanický toxoid). Klinický významn 
7-5-7-()-6-&-1*%/(%$%/(6%*#G(!$IQ;()-6-&-1*%(T*:%E(1;"1(8)-;$4%<5-()-:*1*%/(%0(:0;+/=5(:$197(
)%$2#-,-,-1E=5(8<&-7Q)@G

Pokud se vakcína !"#$%&"'()-:*1*(8)-;2(8(3"%-2("%3$,4%/(10,=/%2B(3$(7.$I0(10,=/%Q(0);",-107(:-(
&@6%E=5(#/87G

U()0="$%7@(;<4$%E=5("#2%-82)&$8"1Q(;6$(-4$,*107B(T$(%$#28/(:-3/7((, 1Q1-;*%/(:-8707$4%<("#2%"7%/(
-:)-19:"G(
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4.6 TIFDKBKD=U(DGV:DI;AD8<(=(9:LI;<

[95-7$%871/

K d"8)-6"="(38-2()-26$(-#$6$%<(6,2+$%-87"(7E,03/=/(8$()-2T"7/(10,=/%Q(!"#$%&"'(2(795-7%E=5(T$%G

`72:"$(8$(61/.07Q(%$%06%0423/()./#<(0%"(%$)./#<(+,-:;"1<(S4"%,Q(8 -5;$:$#(%0(795-7$%871/B(
embryo/fetální vývoj, porod ani postnatální vývoj (viz bod 5.3).

Nimenr"'(IQ(8$(#9;(1 795-7$%871/()-2T/7B()-,2:(3$(7-(%$6IQ7%9(%27%<(0()-,2:(#-T%<(1E5-:Q().$1*T/(
možná rizika pro plod.

Kojení

!$%/(6%*#-B(6:0(8$(!"#$%&"'(1Q;2423$(:-(#07$.8,<5-(#;<,0G

!"#$%&"'(IQ(8$(#9;()."(,-3$%/()-2T/7()-26$()-,2:(#-T%<(1E5-:Q().$1*T/(#-T%á rizika.

Fertilita

`72:"$(8$(61/.07Q(%$%06%0423/(%0()./#<(0%"(%$)./#<(+,-:;"1<(S4"%,Q(8 ohledem na fertilitu.

4.7 .PK;9Q(;=(ASV:?;:AD(H<WKD(=(:XABEV:8=D(ADF:LI

!$IQ;Q()&-1$:$%Q(T*:%<(872:"$(5-:%-7/=/(1;"1(10,=/%Q(!"#$%&"'(%0(8=5-)%-87(./:"7(0(-I8;25-1at 
87&-3$G(!9,7$&<(%$T*:-2=/(S4"%,Q(21$:$%<(1 I-:9(]Gn(p!$T*:-2=/(S4"%,Qq(1+0,(#-5-2(-1;"1%"7(
8=5-)%-87(./:"7(%$I-(-I8;25-107(87&-3$G

4.8 -IJ7W:ES<(YPK;9Q

`-25&%(I$6)$4%-87%/5-()&-L";2

R$6)$4%-87%/()&-L";(21$:$%E(%/T$(3$(60;-T$%E(%0(8-25&%%<(0%0;E6$(n 108 s2I3$,7@B(,7$&<(IQ;Q(1 rámci 
,;"%"=,E=5(872:"/(-4,-1*%Q(3$:%-2(:*1,-2(10,=/%Q(!"#$%&"'G([07-(8-25&%%*(0%0;E60(605&%23$(S:03$(
od 2 KVm(I07-;07(OJK(#98/=@(0T(KV(#98/=@PB(J naj(:97/(OK(0T(Ja(;$7PB(K 011 dospívajících (11 až 17 let) a 
2 abJ(:-8)9;E=5(Oo 18 let).

d$(1+$=5(19,-1E=5(8,2)"%*=5(IQ;Q(%$3408793"(5;*+$%E#"(;-,*;%/#"(%$T*:-2=/#"(S4"%,Q()-(-4,-1*%/(
bolest (24,1 % až 39,9 %), zarudnutí (14,3 % až 33,0 %) a otok (11,2 % až 17,9 %).

d$(19,-1E=5(8,2)"%*=5(JK-KV(#98/=@(0(K-b(;$7(IQ;Q(%$3408793"(5;*+$%<(=$;,-1<(%$T*:-2=/(S4"%,Q()-(
-4,-1*%/()-:&*T:9%-87(OVXBK(k(0(mBb(kPB(8)01-87(OKmBn(k(0(nBn(kPB(67&*70(=527"(, jídlu (20,7 % a 6,3 
kP(0(5-&$4,0(OJmBX(k(0(XBb(kPG

d$(19,-1E=5(8,2)"%*=5(X-10, 11-17 a o(Jn(;$7(IQ;Q(%$3408793"(5;*+$%<(=$;,-1<(%$T*:-2=/(S4"%,Q()-(
-4,ování bolest hlavy (13,3 %, 16,1 % a 17,6 %), únava (13,8 %, 16,3 % a 16,4 %), gastrointestinální 
)./6%0,Q(OmBb(kB(XB](k(0(XBV(kP(0(5-&$4,0(OmBb(kB(]BJ(k(0(]Ba(kPG

`-25&%(%$T*:-2=/=5(S4"%,@(1 tabulce

!$T*:-2=/(S4"%,Q()-6-&-10%<(I95$#(,;"%"=,E=5(872:"/(605&%27E=5(:-(8-25&%%<(0%0;E6Q(I$6)$4%-87"(
jsou uvedeny v tabulce níže.

!$T*:-2=/(S4"%,Q(38-2(606%0#$%*%Q()-:;$(%*8;$:23/=/=5(,07$?-&"/(4$7%-87/N

d$;#"(4087<N (o(JeJaP
r087<N( (oJeJaa(0T(sJeJaP
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_<%9(4087<N (oJeJ(aaa(0T(sJeJaaP
Vzácné: (oJeJa(aaa(0T(sJeJ(a00)
Velmi vzácné: (<1/10 000)

ZH<W=(:F[7;:8MSV(AQADON@ \ID;:AD -IJ7W:ES<(YPK;9Q
Poruchy metabolismu a výživy d$;#"(4087< Ztráta chuti k jídlu
Psychiatrické poruchy d$;#"(4087< F-:&*T:9%-87

_<%9(4087< !$8)01-87B();*4
Poruchy nervového systému Velmi 4087< Spavost, bolest hlavy

_<%9(4087< fQ)$87$6"$B(6*1&0t
Gastrointestinální poruchy r087< ^087&-"%7$87"%*;%/()./6%0,Q(O14$7%9()&@3#2B(

zvracení a nauzey)
F-&2=5Q(,@T$(0()-:,-T%/(7,*%9 _<%9(4087< `19:9%/B(1Q&*T,0
Poruchy svalové a kosterní 
soustavy a )-3"1-1<(7,*%9

_<%9(4087< _Q0;?"$B(I-;$87(,-%4$7"%

Celkové poruchy a reakce 
v #/879(0);",0=$

d$;#"(4087< f-&$4,0B(-7-,B(I-;$87(0(60&2:%27/(1 #/879(1)"=52(
injekce, únava

r087< Hematom v #/879(1)"=52("%3$,=$
_<%9(4087< Malátnost, reakce v #/879(1)"=52(injekce 

O14$7%9("%:2&0=$B(819:9%/B(67$);*%/(0(
necitlivosti)

4.9 !HIW789:87;<

Nebyl hlášen T*:%E()./)0:().$:*1,-1*%/G

5. FARMAKOLOGICKÉ VLASTNOSTI

5.1 Farmakodynamické vlastnosti

Farmakoterapeutická skupina: vakcíny, meningokokové vakcíný, ATC kód: J07AH08

_$=50%"8#28(S4"%,2

A%7",0)82;*&%/(#$%"%?-,-,-1<()&-7";*7,Q(=5&*%/().$:(#$%"%?-,-,-1E#(-%$#-=%9%/#(
)&-87.$:%"=71/#(,-#);$#$%7$#(6)&-87.$:,-10%<(I0,7$&"=":%/(0,7"1"7QG(!"#$%&"'("%:2,23$(71-&I2(
baktericidních protilátek proti kapsulárním polysacharid@#(8,2)"%Q(AB(CB(D-135 a Y, hodnocenou 
)-#-=/(0%0;E6Q(60()-2T"7/(,&*;"4/5-(O&`RAP(%$I-(;":8,<5-(,-#);$#$%72(O5`RAPG(

u0&#0,-:Q%0#"=,<(S4"%,Q

Klinický výzkumný program vakcíny Nimenrix zahrnoval 17 klinických studií provedených v 17
6$#/=5()-(=$;<#(81979G v4"%%-87(10,=/%Q(IQ;0(-:1-6$%0(-: )&@,062("#2%-;-?"=,<(%-%-inferiority 
O60;-T$%<().$1*T%9(%0(8&-1%*10=/=5()-#9&$=5(8 7"7&Q(&`RAB(,7$&<(38-2(0;$8)-i(JNnP(
1@4" &$?"87&-10%E#(#$%"%?-,-,-1E#(10,=/%*#G(W#2%-?$%"="70(IQ;0(#9.$%0(60()-2T"7/(&`RA(%$I-(
hSBA, které 38-2(I"-;-?"=,E#"(#0&,$&Q()&-7$,7"1%/(S4"%%-87"()&-7"(#$%"%?-,-,@#(8,2)"%(AB(CB(
W-135 a Y.

W#2%-?$%"="70(2(I07-;07(1$(19,2(JK-KV(#98/=@

V klinických studiích MenACWY-TT-039 a MenACWY-TT-a]a(IQ;0(5-:%-=$%0("#2%"7%/(-:)-19g(
%0(-4,-1*%/(I2g(10,=/%-2(!"#$%rix nebo registrovanou konjugovanou (C-CRM197 )
meningokokovou vakcínou ( MenC-CRM). 
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!"#$%&"'(1Q1-;*10;(I0,7$&"=":%/()&-7";*7,-1-2(-:)-19g()&-7"(1+$#(47Q.$#(8,2)"%*#B()."4$#T(
-:)-19g()&-7"(8,2)"%9(C(IQ;0(8&-1%07$;%*(8 -:)-19:/(1Q1-;0%-2(&$?"87&-10%-2(10,cínou MenC-CRM, 
pokud jde o titry rSBA on(O70I2;,0(JPG

Tabulka 1: ]=9DIFKSKW;<(?F:DKB7D9:87(:W?:8G^(_F*]'`(E(X=D:B=D(8I(8G9E(ab-bc(NGA<S@

Skupina %W?:8G^(;=

Studie MenACWY-TT-039
rSBA(1)

Studie MenACWY-TT-040
rSBA(2)

N de
(95%CI)

GMT
(95%CI) N de

(95%CI)
GMT

(95%CI)

A Nimenrix 354
99,7%
(98,4; 
100)

2205,0
(2007,8; 
2421,6)

183
98,4%
(95,3; 
99,7)

3169,9
(2577,2; 
3898,8)

C

Nimenrix 354
99,7%
(98,4; 
100)

477,6
(437,3; 
521,6)

183
97,3%
(93,7; 
99,1)

828,7
(672,4; 
1021,4)

vakcína MenC-
CRM 

121
97,5%
(92,9; 
99,5)

212,3
(170,0; 
265,2)

114
98,2%
(93,8; 
99,8)

691,4
(520,8; 
917,9)

W-135 Nimenrix 354
100%
(99,0; 
100)

2681,7
(2453,1; 
2931,6)

186
98,4%
(95,4; 
99,7)

4022,3
(3269,2; 
4948,8)

Y Nimenrix 354
100%
(99,0; 
100)

2729,4
(2472,7; 
3012,8)

185
97,3%
(93,8; 
99,1)

3167,7
(2521,9; 
3978,9)

Analýza imunogenicity byla provedena v ATP (according-to-protocol) kohortách pro imunogenicitu.
(1) ,&$1%/(16-&,Q(IQ;Q(-:$I&*%Q(]K(0T(bX(:%@()-(10,="%0="
(2) ,&$1%/(16-&,Q(IQ;Q(-:$I&*%Q(Va(7-(]K(:%@()-(10,="%0="

Ve studii MenACWY-TT-039 byla jako sekundární cílový parametr hodnocena baktericidní aktivita 
v 8<&2(&-1%9T(8()-2T"7/#(;":8,<5-(8<&0(30,-(6:&-3$(,-#);$#$%72(O5`RAP(O70I2;,0(KPG

Z=XEB9=(bf(]=9DIFKSKW;<(?F:DKB7D9:87(:W?:8G^(_V*]'`(E(X=D:B=D(8I(8G9E(ab-bc(NGA<S@

Skupina %W?:8G^(;= N

Studie MenACWY-TT-039
hSBA(1)

de
(95% CI)

GMT
(95%CI)

A Nimenrix 338
77,2%

(72,4; 81,6)
19,0

(16,4; 22,1)

C
Nimenrix 341

98,5%
(96,6; 99,5)

196,0
(175,4; 219,0)

vakcína MenC-CRM 116
81,9%

(73,7; 88,4)
40,3

(29,5; 55,1)

W-135 Nimenrix 336
87,5%

(83,5; 90,8)
48,9

(41,2; 58,0)

Y Nimenrix 329
79,3%

(74,5; 83,6)
30,9

(25,8; 37,1)
Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G
(1) ,&$1%/(16-&,Q(IQ;Q(-:$I&*%Q(]K(0T(bX(:%@()-(10,="%0="

W#2%-?$%"="70(2(:97/(1$(19,2 2-10 let

d$(:1-2(8&-1%*10=/=5(872:"/=5()&-1*:9%E=5(2(82I3$,7@(1$(19,2(K-10 let dostala jedna skupina 
82I3$,7@(3$:%2(:*1,2(10,=/%Q(!"#$%&"'(0(:&25*(8,2)"%0(30,-(8&-1%*10=/()./)&01$, 3$:%2(:*1,2(I2g(
registrovanou vakcínu MenC-CRM (studie MenACWY-TT-081) neI-(&$?"87&-10%<(-IQ4$3%<(
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)-;Q80=50&":-1<(10,=/%Q()&-7"(#$%"%?-,-,@#(8,2)"%(AB(CB(D-135, Y (ACWY-F`P(8)-;$4%-87"(
GlaxoSmithKline Biologicals (studie MenACWY-TT-038  ).

Ve studii MenACWY-TT-038 bylo prokázáno, že Nimenrix je non-inferiorní k registrované va,=/%9(
ACWY-FCB()-,2:(3:$(-(-:)-19g(%0(10,=/%2(2(1+$=5(47Q.(8,2)"%(OAB(CB(D-135 a Y) (viz tabulka 3).

Y:)-19g(%0(10,=/%2(IQ;0(:$L"%-1*%0(30,-()-#9&(82I3$,7@(8N
! rSBA titry " VK(2()@1-:%9(8<&-%$?07"1%/=5(82I3$,7@(O73G(&`RA(7"7&().$:(10,="%0=/(s(nP
! 0;$8)-i(]%*8-I%<(61E+$%/(&`RA(7"7&@(2()@1-:%9(8<&-)-6"7"1%/=5(82I3$,7@(6(5-:%-7().$:(

-4,-1*%/#(5-:%-7Q()-(-4,-1*%/(O73G(&`RA(7"7&().$:(10,="%0=/(o(nP

Ve studii MenACWY-TT-081 bylo prokázáno, že vakcína Nimenrix byl non-inferiorní k jiné 
&$?"87&-10%<(10,=/%9(_$%C-CR_(B()-,2:(3:$(-(-:)-19g(%0(10,=/%2(1$(8,2)"%9(_$%(C(wj]Bnk(Ojbk(
CWN(jJB]|(jmBJP(&$8)G(jbBmk(Ojbk(CWN(njBK|(jnBnP}|(^_[(IQ;Q(%"T+/(1$(8,2)"%9(8 vakcínou Nimenrix 
[2794,8 (95% CI: 2393,5; 3263,3)] ve srovnání s vakcínou MenC-CRM [5291,6 (95% CI: 3814,6; 
7340,5)].

Tabulka 3: ]=9DIFKSKW;<(?F:DKB7D9:87(:W?:8G^(_F*]'`(;=(8=9S<;E(-KNI;FKg(=(8=9S<;E('hij-
!h(E(WGD<(8I(8G9E(b-ak(BID(a(NGA<S(?:(:P9:87;<(_ADEWKI(pI;'hij-TT-038)

Skupina
Nimenrix vakcína ACWY-PC 

N
VR

(95%CI)
GMT

(95%CI) N
VR

(95%CI)
GMT

(95%CI)

A 638
88,6%

(85,8; 90,9)
6309,7

(5979,0; 6658,8)
206

65,5%
(58,6; 72,0)

2309,4
(2055,8; 2594,3)

C 732
95,9%

(94,2; 97,2)
4983,6

(4514,1; 5502,0)
251

89,6%
(85,2; 93,1)

1386,8
(1108,9; 1734,4)

W-135 738
97,4%

(96,0; 98,4)
11569,8

(10910,7; 12268,7)
252

82,5%
(77,3; 87,0)

2150,6
(1823,9; 2535,8)

Y 771
92,5%

(90,4; 94,2)
10886,6

(10310,7; 11494,5)
258

68,6%
(62,6; 74,2)

2544,7
(2178,2; 2972,9)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G
dHN(-:)-19g(%0(10,=/%2(O10=="%$(&$8)-%8$P

W#2%-?$%"="70(2(:-8)/103/=/=5(1$(19,2(JJ-Jm(;$7(0(:-8)9;E=5(1$(19,2(o(Jn(;$7

d$(:1-2(,;"%"=,E=5(872:"/=5()&-1*:9%E=5(2(:-8)/103/=/=5(1$(19,2(JJ-14 let (studie MenACWY-TT-
aVXP(0(2(:-8)9;E=5(1$(19,2(Jn-55 let (studie study MenACWY-TT-aVbP(IQ;0()-:*1*%0(I2g(3$:%0(
dávka vakcíny Nimenrix nebo jedna dávka vakcíny ACWY-PS.

U(:-8)/103/=/=5("(:-8)9;E=5(IQ;-()&-,*6*%-B(T$(!"#$%&"'(3$("#2%-;-?"=,Q(%-%-inferiorní k 10,=/%9(
ACWY-F`B()-,2:(3:$(-(-:)-19g(%0(10,=/%2B(30,(3$(:$L"%-1*%0(1E+$(O70I2;,0(]PG(Y:)-19g(%0(
1+$=5%Q(47Q."(#$%"%?-,-,-1<(8,2)"%Q(%01-6$%*(10,=/%-2(!"#$%&"'(IQ;0(I2g()-:-I%*B(%$I-(1Q++/B(
%$T(-:)-19g(1Q1-;0%*(10,=/%-2(ACDx-PS.

Tabulka 4: Baktericidní ?F:DKB7D9:87(:W?:8G^(_F*]'`(;=(8=9S<;E(-KNI;FKg(=(8=9S<;E('hij-
!*(E(W:A?<8=L<S<SV(8I(8G9E(aa-al(BID(=(W:A?GBMSV(8I(8G9E(d(ae(BID(aNGA<S(?:(:P9:87;<

Studie
_5G9:8O(
rozmezí)

Skupina
Nimenrix vakcína ACWY-PS

N VR
(95%CI)

GMT
(95%CI)

N VR
(95%CI)

GMT
(95%CI)

Studie 
MenACWY

-TT-036
(11-17 let)

A 615
85,4%

(82,3; 88,1)

6106,8
(5739,5; 
6497,6)

215
79,5%

(73,5; 84,7)

3203,0
(2854,1; 
3594,6)

C 719
97,1%

(95,6; 98,2)

12645,5
(11531,8; 
13866,7)

237
96,6%

(93,5; 98,5)

8271,6
(6937,3; 
9862,4)

W-135 717 96,5% 8390,1 242 88,0% 2679,3
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(94,9; 97,7) (7777,8; 
9050,7)

(83,2; 91,8) (2363,7; 
3037,2)

Y 737
93,1%

(91,0; 94,8)

13865,2
(12968,1; 
14824,4)

246
78,0%

(72,3; 83,1)

5245,3
(4644,2; 
5924,1)

Studie 
MenACWY

-TT-035
(18-55 let)

A 743
80,1%

(77,0; 82,9)

3624,7
(3371,7;
3896,8)

252
69,8%

(63,8; 75,4)

2127,2
(1909,2; 
2370,1)

C 849
91,5%

(89,4; 93,3)

8865,9
(8011,0; 
9812,0)

288
92,0%

(88,3; 94,9)

7371,2
(6297,4; 
8628,2)

W-135 860
90,2%

(88,1; 92,1)

5136,2
(4698,8; 
5614,3)

283
85,5%

(80,9; 89,4)

2461,3
(2081,0; 
2911,0)

Y 862
87,0%

(84,6; 89,2)

7710,7
(7100,1; 
8373,8)

288
78,8%

(73,6; 83,4)

4314,3
(3782,1; 
4921,5)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G
dHN(-:)-19g(%0(10,=/%2

F$&6"87$%=$("#2%"7%/(-:)-19:"

F$&6"87$%=$("#2%"7%/(-:)-19:"(1Q1-;0%<()-:*%/#(10,=/%Q(!"#$%&"'(IQ;0(5-:%-=$%0(JK(0T(]K(#98/=@(
)-(-4,-1*%/(2(82I3$,7@(1$(19,2(JK(#98/=@(0T(bb(;$7G

d$(1+$=5(19,-1E=5(8,2)"%*=5(IQ;Q(1(-,0#T",2(, hodnocení perzistence pozorované vyšší rSBA 
^_[%$T().$:(-4,-1*%/#(2(1+$=5(47Q.(8,2)"%G

Ve všech skupinách (A, C, W-JVbB(xP(IQ;0()$&6"87$%=$()&-7";*7$,(1Q1-;0%E=5()-:*%/#()./)&01,2(
Nimenrix podobná nebo vyšší než persistence protilátek vyvolaná registrovanými meningokokovými 
vakcínami (tj. vakcínou MenC-CH_(2(82I3$,7@(1$(19,2(JK-23 let a vakcínou ACWY-F`(2(82I3$7,@(
1$(19,2(870&+/=5(K(;$7PG

F$&6"87$%=$("#2%"7%/(-:)-19:"(2(I07-;07

Ve studii MenACWY-TT-a]n(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0()-#-=/(&`RA(0(5`RA(K(
&-,Q()-(-4,-1*%/(2(I07-;07()&"#*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-TT-039 (tabulka 5). Na rozdíl 
od pozorované perzistence rSBA-MenA zde došlo k rychlému poklesu hSBA-MenA protilátek (viz 
bod 4.4).

Z=XEB9=(mf(.W=LI(DM9=L<S<(AI(W8:EBIDO(?IF>KADI;SI(E(X=D:B=D(8I(8G9E(ab-bc(?HK(:P9:87;<

Skupina
%W?:8G^(

na

rSBA hSBA

N de
(95%CI)

GMT
(95%CI) N de

(95%CI)
GMT

(95%CI)

A Nimenrix 181
97,8%

(94,4; 99,4)
420.3

(356,1; 495,9)
183

23,0%
(17,1; 29,7)

3,8
(3,2; 4,5)

C

Nimenrix 186
88,2%

(82,6; 92,4)
98,1

(77,7; 123,8)
175

86,9%
(80,9; 91,5)

50,2
(38,7; 65,1)

vakcína 
MenC-
CRM 

29
69,0%

(49,2; 84,7)
53,5

(25,5; 112,0)
19

52,6%
(28,9; 75,6)

10,4
(4,4; 22,8)

W-135 Nimenrix 188
98,9%

(96,2; 99,9)
369,9

(342,0; 460,5)
180

91,1%
(86,0; 94,8)

77,7
(61,8; 97,6)

Y Nimenrix 188
97,9%

(94,6; 99,4)
396,6

(324,0; 485,5)
154

87,0%
(80,7; 91,9)

58,1
(44,5; 75,8)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G
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Perzistence imunitní odp-19:"(2(:97/(1$(19,2(X-10 let

Ve studii MenACWY-TT-aKn(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0()-#-=/(5`RA(3$:$%(&-,(
)-(-4,-1*%/(2(:97/(1$(19,2(X-Ja(;$7()&"#*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-TT-027 (tabulka 6) 
(viz bod 4.4).

Z=XEB9=(nf(.W=LI(a(NGA<S ?:(8=9SK;=SK(=(?IF>KADI;SI(a(F:9(?:(:P9:87;<(E(WGD<(8I(8G9E(n-10 let 

Skupina
%W?:8G^(

na
a(NGA<S(?:(:P9:87;< !IF>KADI;SI(a(F:9(?:(:P9:87;<

N "8
(95%CI)

GMT
(95%CI)

N "8
(95%CI)

GMT
(95%CI)

A

Nimenrix
105

80,0 %
(71,1; 87,2)

53,4
(37,3; 76,2)

104
16,3%

(9,8; 24,9)
3,5

(2,7; 4,4)

ACWY-PS
35

25,7%
(12,5;43,3)

4,1
(2,6;6,5)

35
5,7%

(0,7;19,2)
2,5

(1,9;3,3)

C

Nimenrix
101

89,1%
(81,3;94,4)

155,8
(99,3;244,3)

105
95,2%

(89,2;98,4)
129,5

(95,4;175,9)

ACWY-PS
38

39,5%
(24,0;56,6)

13,1
(5,4;32,0)

31
32,3%

(16,7;51,4)
7,7

(3,5;17,3)

W-135

Nimenrix
103

95,1%
(89,0;98,4)

133,5
(99,9;178,4)

103
100%

(96,5;100)
256,7

(218,2;301,9)

ACWY-PS
35

34,3%
(19,1;52,2)

5,8
(3,3;9,9)

31
12,9%

(3,6;29,8)
3,4

(2,0;5,8)

Y

Nimenrix
89

83,1%
(73,7;90,2)

95,1
(62,4;145,1)

106
99,1%

(94,9;100)
265,0

(213,0;329,6)

ACWY-PS
32

43,8%
(26,4;62,3)

12,5
(5,6;27,7)

36
33,3%

(18,6;51,0)
9,3

(4,3;19,9)
Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G

F$&8"87$%=$("#2%"7%/(-:)-19:"(2(:-8)/103/=/=5

Ve studii MenACWY-TT-a]V(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0(K(&-,Q()-(-4,-1*%/(2(
:-8)/103/=/=5()&"#*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-TT-036 (tabulka 7). Primární výsledky této 
studie viz tabulka 4.

Tabulka 7: Údaje týkající se dvouleté persistence (rSBA) u W:A?<8=L<S<SV(8I(8G9E(aa-al(BID(?HK(
:P9:87;<

Skupina
Nimenrix vakcína ACWY-PS

N de
(95%CI)

GMT
(95%CI)

N de
(95%CI)

GMT
(95%CI)

A
4

99,8%
(98,8; 100)

1517,4
(1399,7; 1645,1)

144
100%

(97,5; 100)
810,6

(695,9; 944,3)

C
4

99,3%
(98,1; 99,9)

1121,9
(996,9; 1262,6)

145
98,6%

(95,1; 99,8)
1499,0

(1119,6; 2006,8)

W-135
4

99,6%
(98,4; 99,9)

2070,6
(1869,6; 2293,0)

143
95,1%

(90,2; 98,0)
442,6

(341,8; 573,0)

Y
4

100%
(99,2; 100)

3715,9
(3409,3; 4049,9)

142
97,2%

(92,9; 99,2)
1090,3

(857,7; 1386,1)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G

F$&6"87$%=$("#2%"7%/(-:)-19:"(2(:-8)/103/=/=5(0(:-8)9;E=5(1$(19,2(JJ-25 let
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Ve studii MenACWY-TT-abj(IQ;0()$&6"87$%=$("#2%"7%/(-:)-19:"(5-:%-=$%0()-#-=/(5`RA(J(&-,()-(
-4,-1*%/(2(:-8)/103/=/=5(0(:-8)9;E=5(1$(19,2(JJ-Kb(;$7()&"#*&%9(-4,-10%E=5(1$(872:""(_$%ACDx-
TT-052 (tabulka 8) (viz bod 4.4).

Z=XEB9=(ef(.W=LI(a(NGA<S(?:(:P9:87;<(=(?IF>KADI;SI(a(F:9(?:(:P9:87;<(E(W:A?<8=L<S<SV(=(
W:A?GBMSV(8I(8G9E(aa-25 let 

Skupina
a(NGA<S(?:(8=9SK;=SK Perzistence 1 rok po vakcinaci

N "8
(95%CI)

GMT
(95%CI)

N "8
(95%CI)

GMT
(95%CI)

A 356
82,0%

(77,6; 85,9)
58,7

(48,6; 70,9)
350

29,1%
(24,4; 34,2)

5,4
(4,5; 6,4)

C 359
96,1%

(93,5; 97,9)
532,0

(423,8; 667,8) 336
94,9%

(92,0; 97,0)
172,0

(142,5; 207,4)

W-135 334
91,0%

(87,4; 93,9)
116,8

(96,8; 141,0)
327

98,5%
(96,5; 99,5)

197,5
(173,0; 225,5)

Y 364
95,1%

(92,3; 97,0)
246,0

(207,7; 291,4)
356

97,8%
(95,6; 99,0)

271,8
(237,5: 311,2)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-()$&6"87$%="G

Imun"#!$%&'()*

Ve studii MenACWY-TT-aJ](IQ;-(5-:%-=$%-(1Q1-;*%/("#2%"7%/()0#97"(3$:$%(#98/=()-()-:*%/()97"%Q(
dávky vakcíny ACWY-PS (10 y?(,0T:<5-()-;Q80=50&":2P(:97$#(1$(7.$7/#(&-=$(T"1-70B(,7$&<(IQ;Q(
)&"#*&%9(-4,-10%<(1$(872:""(_$%ACDx-TT-013 vakcinou Nimenrix nebo registrovanou vakcínou 
MenC-CH_(1$(19,2(JK(0T(J](#98/=@G

\$:$%(#98/=()-()-:*%/()&-1-,04%/(O=50;;$%?$P(:*1,Q(IQ;Q(^_[(1Q1-;0%<(2(82I3$,7@()&"#*&%9(
-4,-10%E=5(10,=/%-2(!"#$%&"'(61E+$%Q(XBb(0T(n%*8-I%9(2(8,2)"%(AB(CB(D-135 a Y a ukazovaly, že 
Nimenri'("%:2,23$("#2%"7%/()0#9t(1@4"(8,2)"%*#(AB(D-135 a Y. Post-challenge GMT rSBA-MenC 
byly podobné v obou studijních skupinách, což ukazuje, že Nimenrix indukuje obdobnou imunitní 
)0#9t(1@4"(8,2)"%9(C(30,-(&$?"87&-10%*(10,=/%0(_$%C-CRM (tabulka 9).

Tabulka 9f()NE;KD;<(:W?:8G^(_F*]'`(a(NGA<S(?:(?F:8:9=P;<N(_SV=BBI;[I`(:P9:87;<(E(AEXLI9D@(
?FKN7F;G(:P9:8=;MSV(8=9S<;:E(-KNI;FKg(;IX:(8=9S<;:E(pI;h-h,p(8I(8G9E(ab(=J(aq(NGA<S@

Skupina %W?:8G^(;=
Pre-challenge Post-challenge

N GMT
(95%CI)

N GMT
(95%CI)

A Nimenrix 32
544,0

(325,0; 910,7)
25

3321,9
(2294,2; 4810,0)

C
Nimenrix 31

174,0
(104,8; 288,9)

32
5965,7

(4128,4; 8620,7)
vakcína 

MenC-CRM
28

34,4
(15,8; 75,3)

30
5265,2

(3437,3; 8065,1)
W-135 Nimenrix 32

643,8
(394,1; 1051,8)

32
11058,1

(8587,2; 14239,9)
Y Nimenrix 32

439,8
(274,0; 705,9)

32
5736,6

(4215,9; 7806,0)
Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G

+,-./0#1%23$4/%56054'!7%#8'2"6!$%&591:';<'8"2545,%4'0;$!5,%&85#"%=/"::/8"'%(/!"!>"#"2":

Ve studii MenACWY-TT-aKJ()&-1*:9%<(2(82I3$,7@(1$(19,2(]Bb-34 let byla imunogenicita vakcíny 
!"#$%&"'()-:*10%<(#$6"(VaG(0(]KG(#98/=$#()-(-4,-1*%/(10,=/%-2(ACDx-PS porovnávána 
s "#2%-?$%"="7-2(10,=/%-2(!"#$%&"'()-:0%<(82I3$,7@#(-:)-1/:03/=/5-(19,2B(,7$&<(%$IQ;Q(
v ).$:=5-6/=5(Ja(;$7$=5(-4,-1*%Q(T*:%-2(#$%"%?-,-,-1-2(10,=/%-2G(W#2%"7%/(-:)-19g(O&`RA(7"7&(
onP(IQ;0()-6-&-1*%0(1$(1+$=5(8,2)"%*=5(OAB(CB(D-JVbB(xP(2(1+$=5(82I3$,7@(I$6(-5;$:2(%0(0%0#%<62(
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-4,-1*%/()&-7"(#$%"%?-,-,@#G(^_[(&`RA(IQ;Q(1E6%0#%9(%"T+/(2(82I3$,7@B(,7$&<(:-870;Q(3$:%2(
dávku vakcíny ACWY-PS 30-]K(#98/=@().$:()-:*%/#(10,=/%Q(!"#$%&"'(O70I2;,0(JaP(O1"6(I-:(]G]PG

Z=XEB9=(akf()NE;KD;<(:W?:8G^(_F*]'`(a(NGA<S(?:(:P9:87;<(8=9S<;:E(-KNI;FKg(E(AEXLI9D@(?:WBI(
LILKSV(=;=N;O>Q(:P9:87;<(?F:DK(NI;K;[:9:9@N(

Skupina

*EXLI9DQ(:P9:8=;O(?HIW(ck(=J(qb(NGA<SK(
vakcínou ACWY-PS

Subjekty, které nedostaly v posledních 10 
letech žádnou meningokokovou vakcínu

N
de

(95%CI)
GMT

(95%CI) N
de

(95%CI)
GMT

(95%CI)

A 146
100%

(97,5; 100)
6868,8

(6044,9; 7805,0)
69

100%
(94,8; 100)

13014,9
(10722,2; 15798,0)

C 169
100%

(97,8; 100)
1945,8

(1583,3; 2391,1)
75

100%
(95,2; 100)

5494,6
(4266,3; 7076,5)

W-135 169
100%

(97,8; 100)
4635,7

(3942,5; 5450,7)
75

100%
(95,2; 100)

9078,0
(7087,7; 11627,1)

Y 169
100%

(97,8; 100)
7799,9

(6682,8; 9103,6)
75

100%
(95,2; 100)

13895,5
(11186,2; 17260,9)

Analýza imunogenicity byla provedena v A[F(,-5-&79()&-("#2%-?$%"="72G

z1&-)8,*(0?$%72&0()&-(;<4"1<()./)&01,Q(%$1QT0:23$(8);%9%/()-1"%%-87"().$:;-T"7(1E8;$:,Q(872:"/(
s vakcínou Nimenrix u jedné nebo více podskupin pediatrické populace v indikaci prevence 
#$%"%?-,-,-1<5-(-%$#-=%9%/(6)@8-I$%<5-(Neisseria meningitidis skupiny A, C, W-135 a Y 
O"%L-&#0=$(-()-2T"7/(2(:97/(1"6(I-:(]GKPG

5.2 Farmakokinetické vlastnosti

!$2);07i23$(8$G

5.3 !HIW9BK;KS9O(YW=LI(8>D=VEL<S<(AI(9 XI>?IP;osti 

!$,;"%"=,<(S:03$(6/8,0%<(%0(6*,;0:9(,-%1$%4%/=5(L0&#0,-;-?"=,E=5(872:"/(;-,*;%/(8%*+$%;"1-87"B(
0,27%/(7-'"="7QB(7-'"="7Q()-(-)0,-10%<#()-:*1*%/B(&$)&-:2,4%/(0(1E1-3-1<(7-'"="7Q(0(L$&7";"7Q(
%$-:50;";Q(T*:%<(61;*+7%/(&"6",-()&-(4;-19,0G

6. FARMACEUTICKÉ ÚDAJE

6.1 Seznam pomocných látek

Sacharosa
Prášek:

Trometamol

Chlorid sodný
H-6)-2+79:;-N

Voda na injekci

6.2 Inkompatibility

Studie kompatibility nejsou k :"8)-6"="B()&-7-(%$8#/(IE7(7$%7-(;<4"1E()./)&01$,(#/8$%(8 jinými 
;<4"1E#"()./)&01,QG

6.3 Doba použitelnosti



26

3 roky

Po rekonstituci:

F-(&$,-%87"72="(#28/(IE7(10,=/%0()-2T"70(-,0#T"79G(C5$#"=,*(0(LQ6",*;%/(870I";"70(IQ;0(%"=#<%9()-(
&$,-%87"72="()&-,*6*%0()-(:-I2(K](5-:"%()."(7$);-79(:-(30°C.

6.4 38B7CD;<(:?=DHI;<(?F:(ESV:8787;<

Uchovávejte 1(=5;0:%"4=$(O2 °C – 8 °C).
C5&0i7$().$:(#&06$#G
U=5-1*1$37$(1()@1-:%/#(-I0;2B(0IQ(IQ;()./)&01$,(=5&*%9%().$:(8197;$#G
F-:#/%,Q(2=5-1*1*%/(7-5-7-(;<4"1<5-()./)&01,2()-(3$5-(&$,-%87"72="(38-2(21$:$%Q(1(I-:9(XGVG

6.5 Druh obalu a obsah balení 

Prášek v inj$,4%/(;051"4=$(O8,;-(7Q)2(WP(8$(6*7,-2(OI27Q;-1*()&QTP(0(&-6)-2+79:;-(1 ampulce (sklo typu 
I).
Velikost balení 1, 10 a 100.

Na trhu nemusí být k dispozici všechny velikosti balení.

6.6 38B7CD;<(:?=DHI;<(?F:(BK98KW=SK(?H<?F=89E(=(?F:(>=SV7>I;<(A(;<N

Návo:()&-(&$,-%87"72="(10,=/%Q(&-6)-2+79:;$#(1 ampulce

!"#$%&"'(#28/(IE7(&$,-%87"72-1*%().":*%/#(=$;<5-(-I8052(&-6)-2+79:;0(6(0#)2;,Q(:-("%3$,4%/(
;051"4,Q(-I80523/=/()&*+$,G
1. Y:;-#7$(1&=5%/(4*87(0#)2;,QB(%08037$(&-6)-2+79:;-("%3$,4%/(87./,04,-2(0().":$37$(&-6)-2+79:;-(

k prášku.
2. `#98(3$(7.$I0(:-I.$()&-7.$)07B(:-,2:(8$()&*+$,(S);%9(%$&-6)287/(1 &-6)-2+79:;$G

H$,-%87"72-10%*(10,=/%0(3$(4"&E(I$6I0&1E(&-67-,G
H$,-%87"72-10%-2(10,=/%2(3$(7.$I0(6,-%7&-;-107()-5;$:$#B(6:0(%$-I80523$(="6/(4*87"=$(0e%$I-(
odchylky -:(LQ6",*;%/5-(165;$:2().$:()-:*%/#G(d )./)0:9()-6-&-1*%/(30,E=5,-;"(6#9%(10,=/%2(
6%$5-:%-t7$G
F-(&$,-%87"72="(3$(%27%<(10,=/%2(-,0#T"79()-2T/7G

K podání vakcíny je nutné použít novou jehlu.

d$+,$&E(%$)-2T"7E(;<4"1E()./)&01$,(%$I-(-:)0:%/(#07$&"*;(#28/(Iýt znehodnocen v souladu 
s místními požadavky.

7. DRŽITEL ROZHODNUTÍ O REGISTRACI

GlaxoSmithKline Biologicals S.A.
Rue de l’Institut 89
B-1330 Rixensart, Belgie

8. ,4r)*Z,'\-#(\#*$%_'`

9. DATUM PRVNÍ REGISTRACE/PRODLOUŽENÍ REGISTRACE

Datum první registrace:
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10. DATUM REVIZE TEXTU

F-:&-I%<("%L-&#0=$(-(7-#7-(;<4"1<#()./)&01,2(38-2(,(:"8)-6"="(%0({$I-1E=5(87&*%,*=5(z1&-)8,<(
0?$%72&Q()&-(;<4"1<()./)&01,Q(%0(0:&$8$ http://www.ema.europa.eu.


