Hme na nexom: VAXNEUVANCE / BAKCHEYBAHC, cycricnznja 3a HHjeKkTHpare
(pneumococcal polysaccharide conjugate vaccine, 15-valent, adsorbed),
1 nperxoxno Hanoaner mmpui x 0,5 ml +2 ATJIH/KYTHjA

Cocmas: 0,5 ml cycnensnja (1 no3a) coupaxu:

[THeBMOKOKeH noaucaxapu ceporurn 12 2,0 MuKporpaMH
TIHerMOKoKeH romicaxapul cepotur 342 2,0 mukporpamu
[THeEMOKOKEH TIONUCAXApUIL cepoTHil 4 ' 2,0 MHKpOTpaMu
TTHeBMOKOKeH moancaxapu ceporun 512 2,0 MUKporpaMu
TTHeBMOKOKEH monucaxapyn ceporun 6A "2 2,0 MukporpaMmu
ITHEBMOKOKEH Monucaxapu ceporun 6B 4,0 MHKpOrpaMu
[IHeBMOKOKEH TIoHCcaxaphy cepotun 7F2 2,0 MuKporpamMn
[THeBMoKoKken nonucaxapun ceporun V2 2,0 MUKpOTpaMH
TTHeBMOKOKEH Tonucaxapu cepotuin 1412 2,0 Mukporpamu
[THeBMOKOKeH nonncaxapua ceporun 18C' 2,0 MuKporpamu
TTHerMOKOKEH MoaHcaxapui cepotum 19A M 2,0 MUKpOrpaMu
TTuerMoKkoKkeH monucaxapua ceporun 19F 2 2,0 MuKporpamu
[THeBMOKOKEH MoJIHcaxapul CepoTHT 22F!2 2,0 mukporpaMn
[THeBMOKOKeH noaucaxapua ceporun 23F2 2,0 mukporpamu
TTHEBMOKOKeH ronucaxapui ceporut 33F 2 2,0 MUKpOTpaMH

Konjyripas 3a Hoceuknot npotend CRMg7. CRM 97 ¢ HeTOKCHHEH MyTHPaH oONHUK Ha TOKCHHOT Ha
madrepuja (koj notextysa on Corynebacterium diphtherige CT) uzpasen pekOMEHHANTHO BO
Pseudomonas fluorescens.

2Ancopbupan Ha anyMiuHAyM GocdareH ajyBaHT.

1 moza (0,5 mL) cogpxu 125 MUKpOTpaMK ATy MHHHYM (AP") 1 npuGnco 30 MUKpoTpamMn 04
noceukuoT rnporend CRM o7,

Homownu cocmojru:  narpuym xnopun (NaCl), L-xueraauit, nonucopbar 80, Gopaxc, BoIa 3a
WHjEKLIHH,

Dupmanesmera Gopma U RAKYsarve: CyCTIeH3nja 38 NH]EKTHPAbE,
| nperxoauo narosner wnpuit (0,5 ml) +2 UMIH/KY THA

Hauun na yrompeda:  WHTPaMYyCKyHA yriorpeba.
Jlo6po na ce mpatpece npei ynotpeda.
Ipea ynorpeba BHUMATENHO 14 Ce IPOUUTA BHATPELIHOTO ynarcrsol

Pok Ha ynompeda: 03HAUEH Ha NaKyBaHkeTo
Ipouszeooumesi: Merck Sharp & Dohme B.V., Xapnem, Kosianpuja

Hocumen na 000dpenuemo 34 npomen:
Mepx apn & Toxme HIAEA Tm6X Jlyuepu [lsajuapuja — TpercrapaniTeo Cronje
yn. Gunun Brops Maxenonexu 6p. 3, Copaena Tlentap 3n xar, 1000 Ckorje, P. Cerepna MakenoHuja

Hauun na uzdasaive na aexom: Jlekot Moke 1a ce ynorpeGysa caMmo Bo 311p9;3§§w7&u Ba (3)

Hauun na uygame:

Jla ce uysa Bo (ppuskuaep (2°C - 8°C). [la ve ce 3amMpsHyBa.

L1IpUILOT A4 ce FyBa BO HAJBOPELIHOTO TIAKYBAKLE 33 J1d Ce 3AUITHTH 011
Jla ce uyra nopaneky on 1ohaT v Mornes Ha aeta. 3 2 3
Bo ciyuaj Ha IPUBPEMEHN TEMTIEPATypHH MPOMEHH, NOIATOLHTE 34 cTaG@quTa YA
Vaxneuvance e crabuien Ha Temrepatypu 1o 25°C Bo nepro oll 48 1[21(:21&‘&

o B,
Epoj u damyam na 0000peliento i tpomein: 11-6942/1 011 26.10.2022 wonJe
Bpoj na cepuja: o3nadyeHa Ha rnakysahero

EAN rodr 5319992153027



Hwme na jtexont: VAXNEUVANCE / BAKCHEYBAHC, cycrieHsuja 3a UH]EKTHPAILE
(pneumococeal polysaccharide conjugate vaccine, 15-valent, adsorbed),
10 npeTxoAH0 HanoaHeTH wnpuia X 0,5 ml + mo 2 uran 3a cexoj W PUL/KYTHja

Cocmae: 0,5 ml cycnensnja (1 gosa) coppaci:

[IHeBMOKOKEH Nonmcaxapyj cepotur 1'2 2,0 MHKpOTpamMu

I1HeBMOKOKEH Momnucaxapui cepotun 3 2,0 MUKpOrpamu

[THeEMOKOKeH TomUcaxapHa cepotr 442 2,0 MUKporpaMu

TIHeBMOKOKeH Monucaxapua ceporun 542 2,0 MUKpOrpamu

[THEBMOKOKEH TTONHcaxapuj cepoTHt 6A 2 2,0 Mmukporpamu
[ 1HeBMOKOKEH ronucaxapui ceporurn 6B 4,0 MUKporpaMmu
[THEBMOKOKEH TOIHCaxapu ceporam 7F 2,0 MUKpOTpaMH
TTHEBMOKOKEH 1OJTACaXapui CEpPOTHI gy 12 2,0 MUKpOorpamu
[uerMoKOKen onucaxapu cepotun 1442 2,0 MuKpOTpamMu
TTHeBEMOKOKEH ronrcaxapua ceporun 18CH2 2,0 MUKpOrpaMy
[IHeBMOKOKEH Nonucaxapua cepotui 19A1? 2,0 mukporpamu
TTHeBMOKOKeH nosiucaxapua cepotan [9F!2 2,0 MuKporpaMH
TIHeBMOKOKeH Monvcaxapiil ceporim 22F 2 2,0 MHKpOrpamMu
TTHeBMOKOKeH oncaxapun ceporur 23F 2 2,0 MUKporpaMu
TTHesMoKOKeH TToicaxapu cepotun 33F L2 2,0 MmukporpamMu

'Konjyrupa#n 3a noceukoT npoTenH CRMjg7. CRM 197 € HETOKCHHEH MY THPaH OOJTMK HA TOKCHHOT Ha
andrrepuja (koj norekHysa on Corynebacterium diphtheriae CT) n3paseH pexoMOHHAHTHO BO
Pseudomonas fluorescens.

2Ancopbupan Ha anyMHHUYM hochaTen anjyBaHT,

| noza (0,5 mL) conpikn 125 MUKpOrpaMi alyMUHHYM (A1) u npuGniano 30 MEKpOTpaMi ol
noceuknoT npoterd CRM o7,

Hosmonnu cocmojru:  narpuym xnopun (NaCl), L-xuctuaus, nonucopdat 80, Gopaxc, Bozia 3a
WHJEKLIWAH.

Qapyauesnicka PopmMa i NAKYGarve: CyCleH3nja 3a HHjEKTHPArse,
10 nperxoauo HanonHety wnpuia x 0,5 ml + 1o 2 uriu 3a CEKOj WMPHL/KYTH]a

Hauun i ynompeoa: — WHTpaMycKyliHa ynotpeda.
Io6po na ce mpoTpece npex ynorpeda.
Ipexa ynorpeda BHHMATEIHO JA c¢ TIPOUMTA BHATPEMIHOTO ynarcrso!

Pox na ynompeda: O3Ha4YeH Ha IAKYBaETO

Hpouseoonmen: Merck Sharp & Dohme B.V., Xapnem, Xonananja
Hocumen na odoopenuemo 3a npomem:

Mepk Ilapn & JToxme MIEA TmOX Jlyuepn [ajuapuja — [MpetcrapHumTeo Crotije

yi. ®unun Bropu Makenoncku 6p. 3, Copasua [lentap 3tu kat, 1000 Cxonje, P. Cepepna MakenoHuja
Haunun na uzdaeaive ia aexom: Jlexor Mozke aa ce ynotpebysa ¢camo B0 2ApaBcTECH

Hauun na uysarve:

Jla ce uyea Bo Qpprkunep (2°C - 8°C). [la ne ce samMpanysa. /
LUTpHLOT [a ce TyBa BO HAABOPELIHOTO MAKYBALe 32 1 Ce 3alTHTH O/l CBE
Jla ce uyBa noganexy of fodat u nornea Ha Jeua.
Bo ciyuaj Ha TpHBpEMeHH TEMTIEpaTy pHH MPOMEHH, MOAATOLHTE 32 cTabuIH
Vaxneuvance e ctabuien Ha Temiepatypu 1o 25°C Bo nepuon of 48 vaca.

Bpoj u damym Ha 0008peHuemo 3u RpoMen: 11-6941/1 on 26.10.2022
Bpoj na cepuja: o3HavucHa Ha NakyBabeTo
EAN kod: 5319992153034



