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KPATKA XAPAKTEPUCTUKA HA NMPOLRYKTA

WIHECTERCTEO ©A §LPABECNASDARE

Mpzavieane son (-804 11-902%
VAQTA® [Ancopbupana BakcuHa cpelyy XenaruT A, nHakTuemupana] | paspelisue 35 yagrnefiall o 0% O

e Z [ 08 L0
Vnincegn-s | 2 %

dopma 3a geua/nogpacTeamm: scska 0.5 ml fo3a cugbpxa npubnusutenyo 25 U oT anTureHa
Ha BUpyca Ha xenatuT A, agcopbupan Bbpxy npubnuantento 0.225 mg anyMuHni, nog dopmara
Ha amopthen anymuumes xuapoxcucbocar cyndar, n 35 ug Hartpues Gopar karo pH
crafvunusatop, B 0.9% HaTpues xnopua,

1. TbPIOBCKO MME HA NEKAPCTBEHWA NPOAYKT

2. KOJIWMJECTBER U KAMECTBEH CBCTAB
VAQTA ce gocrasda nog gse hopmi:

dopma 3a BbapacTHu: Bcska 1 mi posa chabpxa npubnusurento 50 U oT aHTureHa Ha xenatur
A, aacopbupakn Bbpxy npubnusutento 0.45 mg anymulmnia, fog opmata Ha amopdeH anymuHues
xvuapokcudocdar cyndar, u 70 pg Hatpues Gopar kato pH crabunusarop, B 0.9% HaTpues

Xnopus,

3. IEKAPCTBEHA ¢®OPMA

VAQTA e cTepuiHa MHXEKLWOHHA CYCNEH3NA 32 UHTPaMyCKynHO NpUItoxerne

4. KNWHWYHKX DAHHW
4.1, Mokasanug

VAQTA e noxasaH 3a aKiMBHA npef-eKkcriosuuUMoHHa npoduiiakTika cpewy 3sabonssaHe,
NPUYMHEHO OT BUPYCa Ha XenaTuT A. Mbpeuunata uMyHusauus Tpabea ga ce NPUNoXN Hait-marnko
2 ceamMMUM Npeay OvakBaHUA KOHTaKT ¢ BUpYca Ha Xenatut A. penopbynTenta e BakcuHaunaTa
Ha 3apaBy feua Ha Bb3pacT ABaHafieceT Mecela v No-fonemy, noapacTBally U Bb3PacTHY, KOUTO
Ca pPUCKOBY 3a 3apassiBaHe U PasnpocTpaHaBaHe Ha WHgEKuMATa, WM KOUTO Npu WHGEKTUpaHe
MOraT L@ paseusT >MBOTO3acTpallasalio 3abonasane (Hanp. wHAuBMAW ¢ xenatur C u
AMarHOCTULMpaHo yephoppobHo 3abonAsaHn W BbL3PACTHW C BUPYCa Ha HOBELIKWS UMYHEH
aeduumt [Human Immunodeficiency Virus — HIV]).

VAQTA He hpeanassa OT XenaTuT, fpUdnHEH OT MHQEKLUMO3HN areHTi, pasnuybKu OT Bupyca Ha
xenartut A.

4.2 fosupaBka W HauWH Ha yrnotpeba

VAQTA Tpsabea fga ce usxextupa WHTPAMYCKYJIHO B obnacita Ha AenTouaHua MYyCKyn.
Bakcuuara He Tpadsa ga ce npunara BbTPEKOXKHO, Tal KaTto NPUoXEeHNETOo No Tes3n MBTULLE MOXE
[a fosege Ko oTroBop no-cnab oT onTumariHus. Bunpeky, Ye yHTPamMyCcKyNHOTO NpUrioXexue Boau
Ho Haii-nobbp uMyseH otrosop, VAQTA moxe [a ce NpUIoxu NMogKoXKHO, ako e noaxoasito ot
KAWHWUYHA MNeaHa ToUKa.

VAQTA Ha Tpabea HuKora fa ce npuiiara 8sTPEChLA0BO.

BaKkcwHaUWOHHNUTE CXeMW ce CBCTOAT OT efHa NBPBUYHA [03a 1 efiHa nogcuneBalya noaa:

" 3anasena Mapka Ha MERCK & CO., ING., Whitehouse Station, N.J., U.S.A.
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DeuaMoapacTBanm .
Unguenan ot 12 mecela o 17 rogwwHa BbapacT Tpsbea fga nonyyar eAnHniHa gosa ot 0.5 ml
(~25 U) o1 sakcuHata Ha uabpaHata jata u nogcunsatya aosa ot 0.5 mi (~25 U) 6 no 18 meceua

No-KeCHO.

BrapacThu
Bw3pacthy Hag 18 rogudn v no-ronemu Tpabea Aa nofnyyar eantuyHa fosa ot 1.0 ml (~50 U) ot

BakcyHaTa Ha w3bpaHaTa fara u noacwneata nosa ot 1.0 ml (~50 U} 6 go 18 mecena no-KecHo.

B npoyuBaHus Cbe 3fpaBy Aeua (Hap Ase roAvHW) W nojpacTsalyy, KOUTO Ca Nofyyuni [Be f03N
{(~ 25 U) ot VAQTA na mecel 0 1 0T 6 o 18 Mecella, /10 Cera e noKasaHo, Ye UMYHHUAT OTIOBOR
KbM Xenatur A nepcucTupa 0 6 roguHu. CpepHo-reoMeTpudruTe TUTPY (geometric mean titers -
GMT) MMat TeHAeHUMs 18 HaManaBaT C BpeMeTo.

Mpy BL3PaCTHK € NoKasaHo, Ye aHTuTenarta nepeucTupar 18 mecelia cnej efnkniHa 403a oT ~50
U. TMepcuctupaHeto Ha uMyHosloryuHara naMeT € [JEeMOHCTPUPAHO Ypes  sHauuTeneH
aHaMHECTWYEH MMYHEH OTrOBOpP KbM MoAcwiisalla fo3a or ~50 U papeHa 6 po 18 meceua cnef
nbpEarTa 403a Npy BL3PAacTHU.

B npoyysaHus Ha 3APABW BL3PACTHN, KOWTO ¢a NoAy4wik fBe [o3u (~50 U} ot VAQTA Ha mMeceun
0 1 6, JO cera e NokasaHo, Ye UMYHHUST OTFOBOP KbM XeraTuT A nepcuctupa Jo 6 roauHm. Crnep
HAYanHO HamansBaHe 33 [BEe TOEVHN, CPeAHO-TEOMETPUYHITE TATPY UarnexXaa dhopMupar nnaTto
npes3 nepuosa ot 2 A0 6 roAnHNn.

MpopbixaeaTt npoyysaHus 3a OLeHKa Ha fiepcUcTUpaHeTo Ha aHTuTenaTa KbM Xenatut A B no-
BbNroCpoYeH nnaxd v HeoGXoauMOCTTa, K0 UMa Takaea, OT AoNBJiHUTERHW NoACURBaUIN [O3N.

BaaumosamveHseMocm Ha nodcunsatyume dosu
Mogcusieawa aosa ot VAQTA moxe aa Obhe fajena 6 Ao 12 meceua cnepn nnpsara £osa or

ApYra YHaKTUBUpaHa XenaTur A Bakcuxa.

Ynompeba ¢ dpyau eakcurlU
VAQTA MOXe aa ce fiapa ChBMECTHO C BAKCUHU 32 XbIITa Tpecka it Tuons, VAQTA moxe ga ce

paBa egHoBpemeHHo ¢ M-M-R Il (Mop6unu, napotuT 1 pyGeona »wsa supycHa BakcuHa). [lasHuTe
33 CHLBMECTHO NPUNOXEHWe C APYrM BakcuHu ca orpaHuyenn. (Bux 4.5 JiekapcTaeHn ¢ gpyrit
gaaumopelicTers 1 5.0 PapMakonoruiHm AaHHW)

lpy egHOBpeMEHHO NpPUNOKEHUE Ha MHXEKUMOHHM BakcuH Aaa ce W3nonssat OTAENHN
CAPMHUOBKK 1 OTRENHN MHXSKUUOHHW MECTa.

Vaseecmen unu npednonazaem Kouwmakm ¢ HAV/ [Temyeate e eHd0eMudHU paiioHu

Yrompeba ¢ umyHo2nooynnux

VAQTA Moxe Aa ce npunara eaHoBpeMeHHo ¢ IG (MmyHornobynuH), KaTo ce USRON3BaT OTAENHN
MecTa 3a UHXeKTMpaHe M OTAENHN CNpuHLosky. TpaOsa Aa ce crefBa M3NoKeHns no-ropi pexum
3a BakcuHMpaHe ¢ VAQTA. Fofcuneawa aoza Ha VAQTA Tpsiea Aa c& Npuioxun B NOAXOASLLOTO
BpeMe, KkakTo e nopdeprano no-rope (Bwx 4.5 Jlekapcreenyn n Apyry BaumoaeicTaun

B3aUMOAeACTBISR).
Bwapacmut ¢ HIV

Wubextupatn ¢ HIV Bb3pacThHu cnepsa fa nionyyar e4uHuuHa Aocsa oF 1.0 mi (~B0 U) na
uabpaHaTta aara u noacunsalya gosa ot 1.0 mt (~50 U) 6 mecena no-KLCHO,

4.3 poTUBONOKasaHs

CBPBXYYBCTBATEITHOCT KM HAKOS OT ChCTaBHUTE 4acTu H2 BaKcWHaTa.
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4.4 CnieUnanHu npoTyMBONOKa3aHua 1 cneumand npenynpexaenns sa ynotpeba

WHAMBUAN, KOUTO conep udxekTupadeto Ha VAQTA pasBusaT CUMATOMM, CLMHUTENHM 34
CBPLXYYBCTBUTENHOCT, He TpsabBa fa nonyyasaT NO-HATATLiUHM [BO3W OT BakcuHaTa (BuK 4.3
ApoTneonoKasaHus)

VAQTA He npegnassa oT XenatuT, NpuuuHeH OT UHMEKUMOSHY areHTn, pasniyiu OT Bupyca Ha
xenatut A. Mopagu abnrua nhHikyGayvoHer nepuog (npubnmsutento 20 ac 50 Juw) Ha Xenaut A,
€ BbaMOXHO MO BpPEeMe Ha NocTaBsHe Ha BakcuHata fa € Hanwude HepasnosHata Xenatut A
ukchekuys. MMpy Te3n MHAKBNAW, BAKCUHATA MOXE [a He Npegnasm ot Xenarut A,

VAQTA MOXe fa €& NpuAoHKY MOAKDKHO, KOTaTo € NOAXOAALO OT KHHItIHE rneaHa Touka (Hanp.
NPy XOPa C HapYLIEHKSt B KPBbBOCLCUPBAHETO # PUCK OT Xemoparus), Bbiipeky, Ye KuHeTukarTa Ha
cepoKkoHBepcuaTa e no-asHa 3a nmbpearta noakoxta fosa VAQTA, B cpaBHeHWE C NpefuiLHu
AaHHK 33 MHTPaMyCcKyNHO Npuioxetue.

Kakto npu Bcska BakCWMHA, cnefsa fa € Hanuue afexsarHo nexapcTeeHo obesneveHue,
BKMOMBALLO agpeHanuH, 3a HeaabaBHo nsionssaHe B Cryyail Ha PL3HYKBaHe Ha aHagunakTuiHa
uk aHadunakrolaHa peakUns.

Kakro npu Bcska BakcuHa, BakcuHauusta ¢ VAQTA Moxe ga He AoBefie A0 3aluTeH OTroBop ¥
BCWUKN YYBCTBUTENHY BaKCUHUPaHW. '

Hsixom ocTpy undexyuy vy 3abonsisarus ¢ ¢ebpunuteT morar Aa ObAatr npuumnHa 3a 3abassxe
ynotpe6ara Ha VAQTA, OCBEH KOraro, no MHEHWETO Ha neKkapure, 8b3bPXKaHeTo OT BakcnHaTa e
OT NO-FORSM pUCK.

4.5 [lekapcTeeHy W APYIY B3aMMOASRCTBUR

Ako VAQTA ce usrionsyea npy MHAMBUAM CbC 3nokaqecTeeHy safonsBanns unv npu Takvea
MONYYaBALM WMYHOCYNpECUBHE Tepanus, unv nNpu UMyHOKOMNpOMEeTWpaHu nopagu Apyra
npuunHa, MOXe Aa He BbAie AOCTUrHaT OHaKBaHUAT UMYHEH OTroBOD.

Ynompeb6a ¢ dpyau sakcuHu )
VAQTA MOXe Aa ce [aBa CbBMECTHO C BaKCWHU 3a XBIiTa Tpecka u Tudoup. VAQTA moxe Aa ce
gasa 3aefHo ¢ M-M-R Il. [JanHute 32 cbBMECTHO NPUIoXeHne C ApYrn BakCWHKM ca OFpaHu4eHu.
(Bwx 4.2 [osuposka n HauuH Ha ypotpeba u 5.0 $apmakosiornyt JaHHn)

fMpM eAHOBPEMEHHO fipUnOXMeHne Ha WHXEeKHUWOHHW Bakchhu Aa Ce W3ncn3saT OTHRenHn
CRPUHLIOBKY W OTAENRHN UHXEKUWOHHY MecTa

KOHCYNTaTWBHMAT KOMMTET 0 WMyHUsaLmoHHn npakiuku (The Advisory Commitiee on
Immunization Practices - ACIP, kolito eneerpa Cnyxbara no oblleceeHo sapase Ha CALLL oTHOCHO
NONUTHKATA Ha BAKCWHWPaHe), e 3asieun, 4Ye OrpaHMueHn AaHHU OT ApPOoYMBAHWA C BB3PacTHU
nokasBaT, Ye eAHOBPEMEHHOTO MNPUMOXEHWe Ha XenaTwt A BakcuHa 3aefHC ¢ BakcuHa 3a
audiTepnsa, nonuoBMpyc (opanHa WHaKTMBMpaHa), TeTaHyc, nepopanka TUgonaHa, xonepHa, 3a
AnoHcky eHuedanuT, 6AC UK XbiTa TPecKa, He Hamarnsasa UMYHHUS OTIOBOR KbM efHara Wiu
ApYraTa BaKCWHa W He YBENM4aBsa YyecroTara Ha AOKIafiBaHuTe HeXenaxy NneKkapcTeeHi peakiun.
Hanuuny ca npoy4BaHns, KOWTO NoKassaT, ve XenaTut B BakcuHaTa MoXe Aa ¢e npunara 3aegHo ¢
VAQTA Bez Toba Aa NOBMNUSABA MMYHOreHOCTTA UNKM 42 yBenuyaea Jyectorara Ha HexenadHuTe
NeKapcTeeHt peakunit.

Ynompe6a c umyHoanotynu (IG)
U UHAMBWAY, HYXAASUM ce OT NpodunakTuka cnef usnarate Ha WHGEKUMATa (XenaTuT £
oT KOMBUHWUpaHa HeaabasHa ¥ AbNFOBPEMEHHa 3atiuTa (Hanp. AbTHULM, 3aMuHaBalyi
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eHgeMuynu pationn), VAQTA Moxe fa ce NpUnoXu 3aegHo G iG, Kato ce M3NeN3IBaT OTEENHY Urnu
1 UHXeKUMoHHN MecTa (8K 4.2 [loanpoeKa 1 HauuH Ha ynoTtpeba)

4.6 boemeHHoCT U KbDMEHE

C VAQTA He ca NpoBex aHn M3cnenBaHns BbpXy pasMHOKABaHETO fipu XKMBOTHU. ChIyo Taka He
e usBecTHo aann VAQTA Moxe a Npy4MHY YBpeaa Ha Nnoja, koravo ce npunara npu GpemeHHn
HEHM WAV MOXe Aa noBfnvse penpopyxTuekus kanauuteT. VAQTA TpsGea fa ce pasa Ha
OpemenHy XeHu camo npu abconkTHa HeobXoauMocT.

He e uaBecTHO janu VAQTA Ce u3nbyBa G HOBEWIKGTO MASKO. Tbii Karo MHOro HeKkapersa ce
V3IThYBAT C YOBELWUKOTO MMAKO, TpROBEa MHOro Ja ce BHMMEB3, KOrato VAQTA ce npunara Ha

KbpMELUN HEHM,
4.7 Echextit BB cnocoBbHocTTa 3a wodupade U padoTa ¢ MaltiMbKn

Hama cneumduusn gannu. [loknagsann ca obaye, acteHus/cnabocT U rnasobonve cnef
npunioxeHne a VAQTA.

4.8 HexenaHy NexapciseH peakumu

Knuduynu npoyysanus

Oeua - o1 12 no 23 meceyHa Bb3pacT

B xomBuHMpaHK KRMHUYHY NpoyuBaHus, skniousawn 706 3npasn feua Ha Bb3pacT o 12 po 23
MECELa, KOWTO ca NONYUUIv efHa unu roseve ~25 U A03M OT XenaTuT A BakchHaTa ChC vsn Ges
ADYTU NEAVaTPUYHY BaKCWHY, YH2CTHULMTE B NPOY4BaHWATE Ca Gunv npochedeHn 3a TemMneparypa
M MECTHW OnnaksaHusa 3a Nepuoj oT 5 AHM chepf BaKkchHauuaTa U 3a CUCTEMHW ONnaksaHuA 3a
fniepuog ot 14 gun cnep BakcnhaumaTa. PasapasHuTeniocT ¥ fopHu [uXatentn uHhekUun ¢a Gunu
Hali-uecTuTe onnaksaHus. Mo-gony ca u3bpoeHn onnakearuaTa, [OKNageaHn OT fosede oT 1% ot
YUaCTHWLMTE B OYYBaHUNTA, HE3ABMCUMO OT NPUMKHHO-CRIEACTBEHATa BPb3Ka, B Hamanaealy pef
N0 YECTOTATa, B PaMKMTE Ha BCAKa CUCTEMa Ha opraHnsMa.

Jloxannu peakyuu Ha MACITIONIO Ha UHXeKmupaHe
BonkalyyscTeuTenHocT/GoneaneHocT (8.6%), sauepsssade (5.9%); nopyeaHe (5.1%); satonnsHe
(3.2%); xpbEOHacsanaHe (1.0%).

Peakuyuu orm cmpada Ha yenus opeanusoM

Temnepartypa (= 102°F, 38.9°C, opanHo) (6.5%).

Xpaxocmunamenda cucmema

Ruapust (5.9%); nospuiuare (4.0%); anopexcus) (1.2%).

Hepera cucmema/NCUXUYHO CBOmoaHue .
Pasppastutentoct (10.8%); nna (1.8%).

HuxanesnHna cucmema

Fopru anxarenHy uxgekumm (10.1%); puHopes (5.7%); kawnvua (5.1%); pecnupaTopHa KOHrecTus
(1.6%); HocHa koHrecTust (1.2%); napuHroTpaxeodpoHxuT (1.2%)

Kowxa u KoxAu npudamsuu

O6pus (4.5%); Mopbunucopmen/pyGeonudgopmen 0Bpue (1.0%); BUpYceH ekaanTum (1.0%).
CemugHu opaaHl — yxo

Ofitis media (7.6%); otur (1.8%).

CemuerlU Opaanu — OKo

KottorktvenT (1.3%)

Oeval/NoapacTealuy — o1 2 10 17 roaniliia B3pactT
B KOMBWHUPaHW KNUHWYHK NPOYYBaHWA, BKIOuBaLl 2595 sapasm Aela (22 roguHa Bb3pacTt) U
npoapacteawm (skmouutenHo Monroe Efficacy Study, nnauebo-kHTponupaHo uscneasadie Ha
1037 y4yacTHuKa), KOWTO ca MONYYUnu epHa unu Toseve ~25U [oan oF Xenarur A BaKkchHaFs
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yuacTHULMTE B Npoy4BaHeTo ca Gunv npocrieAeHn 3a TemriepaTypa W NOKanHW onnaksanusa 3a
Mepuos OT 5 AHM Cries BakCMHaUMATa W CUCTEMHU ONRaKeanns 3a nNepnof oT 14 aHn cneg
BakcuHauunta. Cpes Haii-uyecto JOKneABaHuTe OffiakBaHus ca TeaW, CBbp3aHu G MACTOTO Ha
uHMeKTUpatie, OBuKHOBeHO cnabu ¥ npexofHu. Mo-jony Ga onucakxy onnaksaluATa, AOKNaaBaHn
of noseve 071% OT yuyacTHUUMTE B NPOYYBAHWATA, HE3ABUCHMO OT NPUMUHHO-CTIEACTBEHaTa
BpBL3Ka, B HaManseall pef no YecToTa, B paMmikuTe Ha BCAKa CUGTeMa Ha Qpraknama.

Jlokansu peakyuu Ha MACMOMO Ha UHXexmupaxe (0GUKHOBEHO cnabl U NpexoaHu)

Bonka {18.7%); uyscteuTenHocT (16.8%); satonnsHe (8.6%), sauepeseaHe (7.5%); nogysane
(7.3%); kpueOHacagaHe (1.3%);

Peakyuu om cmpaHa Ha Uenus 0p2aHisbM

Temneparypa (= 102°F, 38.9°C, opanHo) (3.1%); xopemta Bonka (1.6%);

XpaxocmunamesiHa cucmema

Huapus (1.0%); nospoliaHe (1.0%),

HepsHa cucmema/icuUXudyHO ChCIMosHUe

maeobonue (2.3%).

Huxamenna cucmema

GapuHuT (1.5%); ropHM guxaresnnu nHderumun (1.1%); kawnmua (1.0%).

JTaGopamopHu HaxodKu

DNoxnansanu ca MHOTO Mariko nabopaToHK OTKNOHEHWS OT HOpMaTa U Te BKIIOYBAT U30MpPaHu
cLobujeHns 3a noBulleHy 4YephoapoBHu npobu, eoavHotmnng U yBenuienne Ha Oentoka B
ypuHara.

BhapactHy — 18 roauiiim v No-8L3pacTHA

B xoMBUHUpaHU KIMHWYHK NpoyYBaHus, BiUlousall 1529 appasu BL3PACTHY, KOUTO €& oMYAy
enHa wnv noseve [oav ot ~50U OT xenatuT A BakcuHaTa, ydacTHUUMTE B npoyysaneTo ca Gunu
npocresexn 3a TeMneparypa 1 SIoKanHy onnaksaHns 3a flepuof ot 5 [Hu Crief BakcuHaumsaTa u
CHCTEMHW OMnaxsaHws sa nepuof or 14 guu cnep BakcuHauwsTa. Onnakeanus, CBbp3aHW G
MSCTOTO Ha MHNKEKTUpaHe, 0BUKHOBEHO crabu u NpexoaHy, ca cpes Hali-uecto foknaasatxure. flo-
[ONY Ca ONUCaHy oniakeaHusTa fOoKnaABaHu oT noseye OT 1% OT y4acTHUUMTE B NpoyYsaHusTa,
HE3aBUCHMO OT NPUMUHHO-CAEACTBEHATA BPb3aKa, B HaManABall pefj Ha YecToTaTa, B PaMKuTe Ha
BCAKA CUCTEME Ha OpraHnama.

JlokanHu peakyul Ha MACIMOMO Ha UHxexmupare (0BUKHOBEHO cnalby u npexcaHu)
YyscTeurendocT {52.6%); Gonxa (51.1%); satonnsuse (17.3%), nogysare (13.6%), sauepssiBaHe
(12.9%); kpuBoHacsagaHe (1.5%); Oonka/GonesHeroct (1.2).

Peakyuu om cmpaHa Ha Uesnus op2aHusbm

ActenusicniaboceT (3.9%); Temnepatypa (= 101°F, 38.2°C, opanHo) (2.6%); kopemHa Gonka (1.3%);
XpaHocMmunamenda cucmema

Onapus (2.4%}; rapene (2.3%);

QOnopxodsuzameneH anapam

Muanrus (2.0%); 6onka B pbxarta (1.3%); 6onka e repba (1.1%); ckobanocT (1.0%).

Hepera cucmeMa/icuxudHo ChCImosaHue

nasoBonye (16.1%).

Huxamenyda clcmema

SapuHIuT (2.7%); rophu guxarenHy whdekun (2.8%); koHrectTis Ha Hoca (1.1%).

Ypoeeruimanua cucmema

HapyleHust B MetctyauwsTa (1.1%).

JioKanHy W/vnK CUCTEMHY PeakUMn Ha CBPBLXMYBCTBUTENHOCT Ca C& NOSBUMM Npu ro-mManko oT 1%
OT [euaTta, NOAPAcTBALMTE WM Bb3pacTHUTE B KIMHWYHUTE W3MUTBaHWs W ca BKMIOYBANN
CrefHVTe, He3aBUCUMO OT NPUYMHHO-CHEACTBEHATA Bpb3Ka: Cbpbex, YpTukapus, 06pus.

Kakro 1 Npu Apyry BakCUHK, HanuUe e Bb3MoXHOCT npu ynotpebara Ha VAQTA 8 MHOrO ronemm
nonynauui oF Xopa Aa LOBEAE [0 HEXEenaHn NeKkapcTBeHU peakLui, KOWTo He ca Habmnofasakn B
KMUHWYHWTE NpoyYBaHus.
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Mpoyyeane 3a 6e3onacHocm chied fycKaHe Ha eakcuHama Ha nasapa

B efiHo npoydeaHe 3a Ge3anocHocT Grief fyckaHe Ha BakcuHara Ha nasapa, ofwo 42 110 gywm
Hap 2 ropuliHA BL3PacT ca monyyuny 1 unu 2 noayu ot VAQTA. He ca HabnwaasaHy cepuoshiy,
CBbp3aHW C BaKCWHaTa HexenaHn nexapcTeeHy peakuynn. He ca wabniojaBany HECEPUO3HW,
CBBP3atY C BaKCUHaTa HeXenaHu NexapcTBeHu peakLuy, KOoUTO Aa ca A0BeNv A0 amBynaTopHo
noceuieHte Ha BORHNYHO 3aBeaeHue, C U3KITIUeHUEe Ha AVapUA/FacTPOSHTEPUT NPY BE3PacTHU C

yectoTa 0.5%.

OnuT cnep nyckaHe Ha BaKcuHaTa Ha nasapa
CrieHUTE JOMbIHATENHM HEeXenaHw JIeKapCTBEHW peakuui ca Aoknagsanv npw ynotpeba Ha
3aKyreHa BakcuHa.

HepgHa cucrema
Mroro psifxo, cubapom Ha Guillain-Barre, LiepebparnHa atakcus.

4.9 Mpenosupane
HsiMa gaHHy BLB Bpb3Ka C npenosnpatqe

5. PAPMAKONOIMYHY CBOACTBA

VAQTA e BUCOKO NPeqncTeHa, yHakTUBMpaH Lan BUPYC BaKCKHa, NonyYyeHa oT Bupyca Ha Xenatur
A, KynTUBMPaH B KIETBYHW KYNTYypy oT yosewkn MRC-5 gunnonpsu dubpobinacTu. Ta ckabpXKa
WHAKTUBUPaH BAPYCEH LWaM, KOHTO MbpBOHaYanto & Ghn foNyyYeH 4pes AOMBIHUTENHN Cepulthi
nacakw Ha AOKA3EHO areHloupad wam. BupyceT e oTriiefan, ckbupad u npevucTeH upes
KOMBUMHaUMsi OT huanyHM 1 BUcokoedeKTUBHM TeuHo-XpomaTorpadicku TexHuku (HPLG),
paspaBoreHu oT Macnenosatencikute nabopatopuy ka Merck, WHakTweupak ¢ cdopmanuy 1 cieq
ToBa abcopBupan BLPXY amopder anymuHies xuapokcudiocdar cyndat. EAuH Mununutsp ot
BaKcUHAaTa ChAbPxa npubnuaurenHo 50 eguinuu (U) OT aHTUreHa Ha BUPYCa Ha Xenatur A, KoiTO
€ BUCOKD NPevncTeH 1 e nexkapcrseHa (opma 6ea KoHCEepPBaHTU. B rpanuuwTe Ha BapnabunHoCT Ha
HacTosAlMTE METOAN 32 MSNUTBaHE, A03a OF ~50U VAQTA cbpbpxa no-manke oT 0.1 uyg He-
BUpYceH BenTik, no-manko ot 4x10™ pg AHK, no-manko ot 10 g ToBeXAW anbyMUH 1 no-manko
ot 0.8 pg dhopmanaexus. Jpyrute XuMuHN NpUMecK ¢a no-manko ot 10 YyacTu Ha MUnuapA {parts

per billion — pph).

Bucoka creneH Ha 3aluMTa € Buna JaMmoHCTpupaHa cnep eauwhmyHa fosa VAQTA npu geua u
noapacrsawy. EdUKacHOCTTa, uMyHoreHHoCTTa U GesonacHocTTa Ha VAQTA ca 6unu oLeHeHu B
pasAoOMU3NPaHO,  ABOWHO-CNiAMO, NNaueSo-KOHTPOSIMPEHO  Npoyysane,  BkNloYBallo 1037
YYBCTBATENHM 34PaBW fella W nogpacTsai or 2 go 16 roawiuHa BL3PacT B amepukancka
oBLyHOCT ¢ noBTapsLM ce Bapnsoee Ha xenatut A (Monroe Efficacy Study). Besiko gete nonyumno
wHTpamyckynHa gosa VAQTA (~25U) wnu nnayeGo. [flpu Tesu nwua, nupeoHaqanHo
ceponeraTushy (ypes mogudvumpad HAVAB), Guna nocturhara cepokoHBepcus B >99% o7
MONyqUANTE BakCUHATA B pamkvTe Ha 4 CeAMul cnej BakcuHauusTa., Bunmo e nokasaHo, e
HEYANOTO HA CepOKoHBepcUATa creq efwhnuHa acsa VAQTA ChLOTBETCTBanN0 Ha Hauanoro Ha
3aluuTa cpelly KMuHWLHo 3abonssane oT Xxenatut A

Mopagn gbrrus uHKyGauroHeH neprog Ha 3abonseanero (npubnuanTento 20 go 50 gHKW, unu no-
OLIr0O NpY fieya), aHanuabT Ha salyuTHaTa edmkacHocT ce Gasupa Ha cnydaute Ha KIMHWYHO
noTBLPAEH XeNaTuT A, nosisun ce =50 AHM cnej BakcUHaLMATE, 3a A@ MOXE Aa e W3Koqar
BCYMKM JeLia, KOUTO ca BUnu B HKyGauuoHeH Nepuos Ha uHdhekyusiTa npeawn sakcuHaumsTa. [pn
[IbPBWYHO CEPOHEraTuBHN NKLA, & yCTaHOReHa 3atiMTHa eduKkacHocT Ha eguHnyHa fgosa VAQTA -
100% ¢ 21 criy4as Ha KIMHMMHO NOTBBLPAEH Xenatut A, Bbatukian B nrauebo rpynara u HuTO
eavH B rpynara Ha sakcuHupanuTe (p<0.001). 3a 230 axy cnea BakcuHauusTa, B nnayeto rpynara
Ce nosBWAM ARAAECET M OCeM CRyyas Ha KAWHWYHO NOTBBPAEH XenaTuT A, A0KaTo BbB
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YCTGHOBEHO, Ye He & WMaro Cliyual Ha KIWHUYHC NOTBBPAEH Xenatut A cneg 16 pen. Cnen
AEMOHCTPALMATA Ha 3alynTa ¢ eAWHWYHA [03a 1 NPUKIKYBAHE Ha [poYYBaHETo, nogcvnesala
[03a & NOCTaBeHa Ha NOBEYETO BakGuHMpaHu 6, 12 unu 18 Mecelia cnea NbpeuyHaTa fo3a.

EchextuerocTTa Ha VAQTA 3a KOHTpOnupaHe Ha B3puBoBe oT 3aBonsBaHeTo B Aafexa obLWyHoCT
6una gemoHcTpupaHa upes dpakta, Y€ Makap A2 € UManc cnyyau Ha BHeceHa MHIERUWA, B
wachenBaHata OOGWHOCT He ca HacTenBany B3pusone. O6paTHo, B TPU BNU3KK CECTPUHCKM
oBIyHocTY fo Monroe npoabikvnn Aa n3byxsat B3puBoBE OT 3a00NABaHETO.

Lpyru KMHAYHY IPOYYBAHUS, NPOBEAEHN NO LIENNs CBAT, Ca AeMoHcTpUpany, e VAQTA e Bucoko
UMYHOreHHa 1 KaTo Lsno fobpe noHocuma.

KnuHudHUTE MpOYuBaHWs ca nokasanu, Ye YecToTaTa Ha cepokoHeepcnst npu feda ha ~12
MeceyHa BLapacT e 6uria 98% B pamkuTe Ha 6 ceagmuuM crej npenopsusaHara MbpBuyHa A03a W
ye yecToTara Ha cepoxoHsepcus 6una 97% npn Aeua (12 meceyna BL3PACT) U NoApacTsallM, ¥
95% npy Bb3pacTHU B paMrUTe Ha 4 ceAMULINA crefi ipenopbyeaHara NbpBiita ao3a.

Makap ga He e NposexaaHo npoyyeare, ouexasalio VAQTA caMOCTORTENHO B obcranoBka ciieg
usnaraHe Ha uHGexkumaTa (xenatuT A), CbEMECTHOTO WU3NON3BaHe Ha VAQTA (~50U) u
umynornoGynut (IG, 0.06 mls/kg), e Guno “3cnegBaHo B KNWHUYHO NpoyyBaHe, BKMYBau|o 3Rpasu
BbapacTHM o7 18 Ao 39 roguwiHa Bb3pacT. Tabnuua 1 npescTasn YecTOTUTe Ha CEPOKOHBEPCHS Ha
4 n 24 cegmuuM crep nbpeaTa fAo3a BuB BCsKa TPETUpaHa rpyna v efuH Mecey crnief
nogcuneatlata fo3a VAQTA (npunoxena Ha 24-Ta cegmuua).

Tabnuua 1
UectoTa Ha cepokoHeepeus cfieq BakcuHauwa ¢ VAQTA + 1G, VAQTA camocToATenHo u IG

caMocTOATENHO.

VAQTA + IG VAQTA 1G
Ceamuum UecToTa Ha CEPOKOHBEPUA
4 100% (n=129) 96% (n=135) 87% (n=30)
24 92% (n=125) *97% (n=132) 0% (n=28)
28 100% (n=114) 100% (n=128) N/A

* UeCTOTTaT Ha CSPOKOHBEpCUA B Tpynara ¢cbC CaMOCTOATENHZ BaKkCUHa € 3Ha4YMMO No-BUCOKa
OTKOMKOTO B rpynara 1 Baxcuna nnwc IG (p=0.05).
N/A = He NpUnNoXumMo

OcBeH T0Ba € YCTaHOBEHO, Ye aHTuTenara nepcuctTupat Ao 18 mecela npn Aeua u NojpacTsaliy
or Monroe Efficacy Study u go 6 meceua npu Bb3PacTHW (npoydBaHusTa fipofeixasar).
MepcucTpaHeTo Ha MMyHOMorMuHata nameT Ouno  AEeMOHCTPUpPaHo  CbC  ChLUacTBeH
aHaMHeCcTUYeH aHTUTENReH OHroBOpP KbM Noacunsalara jos3a, fafgeHa 6 no 18 meceua creg
nbpBOHAYANHATA o3a Ha Aela, NoapacTealum ¥ Bb3pacTHu. Jo cera He Ca HacTensanu ciyyau
Ha KNWHWYHO NOTBBLPAEH XenatwuT A =50 AHK cnef sakcuHauusTa npu BakCUHUpaHuTe yHacTHialm
oT Monroe Efficacy Study, HabGntopasaru Ao 69 roanhu.

B npoy4Banua ChC 34paby fela (Han ABe ropgviHn) U NoapacTsally, KoUTo ca nonyyunu nse Aosu
{(~25 U) ot VAQTA na meceum O n o7 6 go 18 Mecela, A0 cera e nokasaHo, He MMYHHUAT GTTOBOD
KbM Xenatut A nepcuctupa Bo 6 roguHn. CpeaHo-FeOMETPUHHITE TUTPK {geometric mean fiters -
GMT) uMaT TeraSHUNA Aa HamansaBaT C BpeMeTo.

MpK BL3PACTHY € NOKasaHo, Ye aHTUTenara nepcucTupaT 18 mMecelia crie eanHNYHE 103a OT ~50
U. [lepovcTUpaHeTo Ha WMYHOMOMMYHaTa nNameT € [AeMOHCTPUPaHO 4pes  sHauuTeneH
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aHaMHECTUMYEH UMYHEH OTroBOP KbM Nopcvnealia gosa ot ~50 U papeHa 6 po 18 meceua cneg
nbpBaTa 403a Npy Bb3pacTHU.

B npoyusaHis Ha 3ApaBuU Bb3PACTHY, KOUTO ca Nonyyunyt ase fosu (~50 U} ot VAQTA Ha meceun
0 » oT 6 §o 18, [0 cera e MOKA33aHO, Ye UMYHHUAT OTFOBOP KbM XenaTut A mepcuctupa fo 6
rogukn. Cried HavanHo HamansisaHe 3a [Be ToAwHW, CPefHO-TeOMETPUNMHWUTE TUTPM W3rnexaa
hopMUpaT rRaTo npes Nepuoaa ot 2 10 6 roAnHu.

MpofbIKaBaT NPoyYBaHNA 3a OLEHKA Ha NepeUcTUPaHETO Ha aHTUTENaTa KbM Xenartut A B fo-
LALAFOCPONEH RN 1 HeoBXoAUMOCTTa, ako UMa Takasa, OT ROMLIHUTEHY NOACKABALLIN JO3U.

BaaumosameHseMocm Ha nodcunsatyime 4o3u

B efHO KIMHUUHO npoyusane ¢ 537 34paBw BL3pacTHY, Ha BeapacT o 18 Ao 83 roguhn, e bun
OLiEHEH UMYHHUST OTTOBOP KbM Aofcuneatia fosa VAQTA n HARVIX  (MHakTuBupaHa xenatut A
BaKkcuHa), ganeHa 6 fo 12 meceua crief nsppaTa f03a HARVIX. Korato VAQTA e AaBaHa KaTo
noscunealia fosa cnes HARVIX, BakcuHata e npeanssuksana afeksaTeH UMYHEH OTroBop (BUX
Tabn.2) n e Guna karo usno aobpe noHocuma (Bwk. 4.2 [loanposka 1 Ha4wnH Ha ynotpeba).

Tabnuua 2
VAQTA cpasHena ¢ HAVRIX

YecToTa HA CEpOKOHBEPCHS, YECTOTa Ha OTroBOP KbM MOACUNBALLE A033 W CPEAHO-TEOMETPUUHY
TUTPK 4 ceMuLM cney GycTepHarta fo3a

Tepea gosa | lMogcunsauia UecroTta Ha YecroTa Ha OTTOBOP KbM CpegHo-
Aosa CEepono3uTUEHOCT nogcuneaulara nosa’ reoMeTpruIHY
TATPY
HAVRIX VAQTA 99.7% (n=313) 86.1% (n=310) 3272
1440 EL.U. 50 U {n=313)
HAVRIX HAVRIX 99.3% (n=151) 80.1% (n=151) 2423
1440 EL.U, 1440 EL.U, {n=151)

T UecToTata Ha OTTOBOP KbM fioAcKNBaLiaTa [o3a & .EIEC[DV[HVIDEHB Kato peceTokpartHo whu n[o-
FORsMO HapacTeaHe Ha TUTPUTE Cliel nojcuiiBauiara Ao3a cipsamo npefvn noAcuneatlaTa gosa n

TUTPU cies noacvnBawara aosa =100 miU/ml.

YriompeBa ¢ pyeu 8aKcuHu

MpoyusaHe 3a ckBMecTHa ynoTpeba ¢ Apyr BakcuHn e Guilo npoBeaeHo ¢ 617 appasu geus,
KouTo ca 6unK panaoMMaMpany Ba nomydat VAQTA (~25U) ¢ wnn Ges M-M-R Il n VARIVAX*
[Varicella Virus Vaccine Live (Oka/Merck) — Bapuuena xusa supycHa BakeuHal Ha ~12 meceuHa
Bb3pacT, 1 VAQTA (~25U) ¢ wawn Ges DTaP (Diphtheria, Tetanus, and aceliular Pertussis
Indrepus, Tetanyc, Kokrwowr) Bakcuna (v no usbop Aosza nonno BakchHa) Ha ~18 mecevHa
BhL3pacT. B TOBa npoyusBaHe, CLBMECTHOTO Npunokenue Ha VAQTA G ApYIn BaKCHHY Ha OTACITHY
MHXEKLIWOHRM MecTa, e 6uno KkaTo usano Aobpe noHocKumMo. MNpoduntT Ha 6es0nacHocT Ha VAQTA
NPUROXEHa caMocTosTenHo Ha ~12 u ~18 meceuHa Bb3pact e Oun cpasHUM ¢ npodunkLT Ha
BezonacHocT Ha VAQTA npunoxeHa camOCTORTENHO Ha geua or 2 go 16 roguwsa se3pacrT.
MpodunsT Ha GeaonacHocT Ha VAQTA npunoxeHa eAHOBPEMEHHO € APYIY BaKCUHK Ha ~12 1 ~18
MeceuyHa BbapacT € 6un cpasHuM ¢ npodmnsT Ha OesonacHocT Ha VAQTA npunoxeHa
CaMOCTOATEANC Ha ~12 1 ~18 MeceuHa BLapacy.

UecTaTuTE Ha OTFOBOP KbM XenartuT A criep Beska Aosa VAQTA ca Ounu cxoguu, xorato VAQTA e
Gura npunarana KaTo [03a no #360p KbM NONMo BakcuHa. UecToTuTe Ha OTroBOpP KbM XenatuT A
ChLUC ca GUNKM CXOAHY C NPeaBapUTEHK UCTOPMMECKH IaHHW 3& YecTOTK, Habnbasanu npu 2- 40

* 3anaseHa mMapka Ha GlaxaSmithCline
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3-roflHM fieua, Ha xouTo e npunarada VAQTA camocroatenHo. Koraro VAQTA e npunarada
3aeaHo ¢ M-M-R Il 1 VARIVAX, yecToTuTe Ha OTroBop KbM MOpBunu, napotut u pybeona ca 6unu
CXOQHW C UCTOpUMECKUTE AatHK 3a yecToTh 3a M-M-R Il. VAQTA moxe aa ce aasa 3aefHo ¢ M-M-
R II, Ha pasnuubn ukXekUnoHHy mecta. [JaHHuTe 3a WMYHOTeHHOCT ca HEeAOoCTarbyHu 3a ga ce
MOAKPENH ChLBMECTHO npusioxkexne Ha VAQTA ¢ VARIVAX unu Ha VAQTA ¢ DTaP. He ca Hanuukw
AaHHU 33 MMYHHUS OTTOBOP KbM flONINO BaKcvHa, npunoxeHa cbemectHo ¢ VAQTA. (Bux 4.2
[losupoBka 1 HaunH Ha ynoTpeba n 4.5 JlekapcTeery v Bpyry B3auMoaeincTams)

lMpoBegeHo @ KOHTPONMPaHo KnHUYHO npoyyeatie ¢ 240 afpasit BL3PacTHW Ha BBE3pacT oF 18 Ko
54 rofWHK, KOUTO ca Bunu pasgomuanpadu aa nonydar uiv VAQTA U BakcuHy 3a XbhiTa Tpecka
TMhOUE HOBPEMEHHO Ha PasiMYHW WHXEKUMOHHM MEecTa; WNM BakCUHW 33 XbNTa Tpecka #
TMONS EAHOBPEMEHHO Ha pasnuuHy MIDKEKUMOHHW mecta; unn VAQTA CaMOCTORTENHO.
UecToTUTe HA TWTBLP Ha aMTUTena (seropositivity rate - SPR) xbM xenatut A, korato VAQTA n
BaKCUHUTE 3a XbLITa TPecka M Tudoug ca Bunu NpunoXeHn egHoBpeMeHHo, ca Gunn karo Lsno
cxopHu xakTo koraro VAQTA e sapaHa camocTosiTenHo. HecToTuTe Ha UMYHEH OTrOBOp KbM XBITa
Tpecka 1 TUgOouE ca Bunv afgeKBaTHY, KOraTo BaKCUHUTE 3a XbNTa Tpecka v TUdonA ca npunarany
efHoBpemerHo ¢ uin 6e3 VAQTA. EQHOBPEMEHHOTO NpUNOMEHMe Ha Te3n TpU BAKCUHU Ha
pasfinyHK UHXEKUMOHHWM MecTa e Guno kato usano fobpe noHocumo. (B 4.2 [losuposka v Ha4uH
Ha ynoTpeba 1 4.5 JlekapcTselu u fpyr1 B3anMmogencTams.)

OTgenHy CNPUHLIOBKKA U UHXEKLMOHHW MecTa fa ceé U3NoJisBar npu CbBMECTHO npunoXeHune Ha
WHXEKLWOHHY BaKCHHU. .

flodkoxHO NpUNoOXeHue
B eAHO KAYHWYHO npoyysaHe ¢ 114 3gpaBi ¢ HeFraTUBEH TUTBP Ha adTUTena BL3PacTHN, Ha KouTo

e npunoxexa VAQTA nogkoxHo (~50U), 4 cegmmuy cnef nbpeata 1088, YECTOTara Ha TUTHp Ha
anTuTEna (seropositivity rate - SPR) e Guna 78% v cpefHo-reomeTpusHuTe TUTPY (gecmetric mean
titers - GMT) ca 6unm 21 miU/mL. [iBageceT v 4eTUpyu ceAMuLM CAes Nbpeata £03a U TOUHO Npeaw
BTOpaTa NOAKOXHa MHxXeKuus, SPR e Guna 95% n GMT 153 mlU/ml. Yetupy ceamuum crea
BTOparTa nopkoxHa uHxekuvs SPR e 6una 100% u GMT 1564 miU/mL. KuneTukara Ha TuThpa Ha
auTurena e 6una no-HaBHa 3a NbpBaTa MOJKOXHA MHMEKUUS CrpsamMO UCTOPUHECKU f[aHHu 3a
MHTPaMYCKYNHOTO NPUNoXeHue, [IBaReceT 1 YeTUPY ceAMULIM ches MbpBaTa NoakoxHa fo3a, SPR
e Buna nopoBHa Ha decToTara OT WCTOPMYEcKM JaHHW 3a 4 cegmuuu cried NbpBara
uHTpaMyckynHa fosa. Yetupw cesMmuuw crief BTopara NoAKOXHa [03a, obave, SPR e 6una
nopobHa Ha YectoTara OF MCTOpUuMecky AaHHu 3a 4 ceamuuM crep Bropara josa npu
WHTPaMyCKyNHO npunoxenne. Karo usno VAQTA e Guna pofSpe noHocuma npu NOAKOHHO

ipunoxesve.

Mpunoxerue Apu ebspacmyu ¢ HIV .
B KMHWUHO RpoyuBaHe cbC 180 sbapacthy, 60 HIV-nonoxurensu u 90 HIV-oTpuuarentu

BB3pacTHU ca nonyunnu VAQTA (~50U) v 30 HIV-nonoxurentin ca nonyuvny nnatebo, Ha 4-rata
ceamMuua cnep mepeara fosa VAQTA, SPR e Guna 61% npu HIV-nonoxutentute w 90% 3a HIV-
oTpuuarenHuTe bapacthu. Ha 28-mara cegmuua crnep mbpeaTa fosa (4 cegMuum cnej stopara
posa) VAQTA, yectoTute Ha Turbp Ha aHtutena (SPRs) ca Ounu 3afoBonuTenHi 3a BCUHKY
rpynu: 94% (GMT 1060 miU/mL) npu HIV-nonoxutenture u 100% (GMT 3602 miU/mL) za HIiV-
orpuyatentuTe sb3pacThy. [o-HataTek, B rpynaTa xa HIV-nonoxurenHute, nonysunu VAQTA,
SPR e 6una 100% (GMT 1959 mlIU/mL) npu nuua ¢ Gpoir CD4 = 300 kneTka/mm?>; obave SPR e
Guna 87% (GMT 517 mlU/mL) npu nuda c Opoit CD4 < 300 keTkwimm®. KuHetukara Ha MMyHHUs:
oTroBop e Guna no-Gasxa nipu HIV-nonoxutentara rpyna copama HIV-otpuyatentara rpyna. lNpu
HIV-NonoxuTEefHU BB3pacTHY, NpunoxeHneTo Ha VAQTA He usrnexaa fa rmse HeGnaronpuaTHoO
Bbpxy Gpost CD4 kneTky wian Husara Ha HIV PHK

Yrompe6a fipu deua ¢ Malldunu aHmumena Kbm xenamum A
B npoyysaHe 3a CLbBMECTHO MpUrioxeHue, Aelia ca nonyuasanu VAQTA (~26U) na ~12 meceuHa
BbapacT 1 ~18 meceuHa Bb3pact ¢ uny Bes Apyru nNepuaTpuyHu Bakcuuu. Cnepj Beska A03a
VAQTA (~25U), TuTpuTe Ha XenaruT A aHTuTenata ca Ounu cpasHumMu Mexay Aeuara, K
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Ha4anoTo ca 6UnM ¢ TUTHP Ha aHTuTena KoM Xenatut A 1 geuara, KOUTo B Ha4anoTo ca bunm ¢
HEraTveeH TUTbP Ha aHTUTEna KeM XenatnT A. Tesu AaHHW npeanonarar, Ye MaltyvHuTe anTurena
KbM XenaTuT A npy Aela Ha ~12 MecevyHa Bha3pacT He NOBNUABAT UMYHHWA OTroBop KoM VAQTA.

MocmmapkemuHz080 ipoyYeare 3a 6esonacHocm

B npoydysaHe 3a GesonacHoctT CNEA MyckaHe BaKkcvHata Ha nasapa (MOCTMapKETWUHroBO
npoy4saHe), NPOBEAEHO B rosisma opraxnsalig 3a sapaseonassate B CALL, obio 42 110 nuya >
2 ropultiHa BL3pact ca nonyuusiv 1 unn 2 gosn VAQTA. BesonacHoctta e HabnwpasaHa vpes
npernes Ha MeaULMHCKATE JOKYMEHTH, KOUTO OTpasABaT NocelleHnsiTa Ha cetwHu 1 abynaropHu
3BeHa, XOCMUTanuaauuuTe W CMBPTHUTE ciiyyan. He ca ycTaHoBeHW CEepuosHM, CBbp3aHu C
BakcUHaTa HeXenaHu NekapcTeeHn peakuvu npu 42 110 nuua B ToBa Mpoyysake. He e umano He-
CEepuo3HY, CBLP3aHN C BaKCUHATA HEXEenaHW fnekapcTBeHU peakuuw, KOUTO Aa ca [oseny A0
amBynaTopHo noceleHne Ha GONHNYHO 3aBefierve, C USKITIUeHNE Ha AnapuafracTpoOeHTepUT Npu
BbapacThu ¢ vectora 0.5%. He ca yCTaHOBEHN CBbP3aHU C BakCWHaTa HeXenaHu JeKapCcTBeHu
peaKLym, KOUTO Aa He ca OWNN AoKNaLBaHN B NO-PaHHM KNMHWYHK npoyusains ¢ VAQTA.

6. PAPMAUEBTHWYHW NAHHW

6.1 Cnucbk NoMoLLHWTE BEWlecTea '
MomowgHr 2514/0.8mL | 50U/1.0mL
BellecTEa

Amorphous atuminium 0.225mg 0.45mg
hydroxyphoshpate sulphate
Sodium chloride 4.5myg 9.0mg Eur.Ph.
Sodium borate 35ug 70ug Eur.Ph.
Pazteoputen Bopa aa nHxeKTupaHe

6.2 PUINKO-XNMUNYHN HECEBMECTUMGCTH

He cmecBaiite ¢ Apyrv BaKCUHW/NEKapPCTBEHU NPOAYKTY.

6.3 CpoK Ha rogHocT

CpokbT Ha rogHOCT € OTnevaraH Ha onakoekata (mecet, crnepsaHd oOT roguda). Korato ce
chxpaHsiBa npn 2-8° C (36-46° F). VAQTA uma cpok Ha roaHocT 36 Meceua. AKTMBHOCTTA Ha
BaAKCUHATA He Ce NOBNNABA 3HAUMTENHO Crieg UanaraHeTo i Ha Temnepatypu o 28° C (82° F) o 3
mMecela. Toea, obaye, He e MPenopbKa 3a ChXpaHeHue.

6.4 Cneumanyy YCNoBWs Ha ChXpaHeHne

CuxpaHsialite BakcuHarta nipu 2-8° C (36-46° F).
HE 3AMPA3ABAWTE, Toli KaTo 3amMpassBaHeTo YHULLOXaBa akTuBHocTTa .
6.5 laHHy 33 ONaKoBKaTa

Heua/nodpacmealjy
Baxcuuara ce gocrass B TWN | CTBKNEH (PIaKoH, 3aTBOPEH C ryMeHa Tana ¢ anymuHuena obKkoBKa

¥ NRACTMAacoBa Kanadka ¢ egukuuna fosa 0.5 mL, npubnusurento 25 U.

Brapacmnu
. BakcuHaTa ce goctaes B TUN | CTBKNEH (hnakoH, 3aTBOPEH C ryMeHa Tana ¢ anyMuHuesa ofkoBka

W fINACTMacoBa kanayka ¢ eguHuuHa gosa 1.0 mL, npubnnaurenHo 50 U.

6.6 [Tpenoptkyu npu ynorpeda
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BakcuHara TpabBa Ja ce M3NOMNayBa Kakio Ce [oCTass;, He € HeoOXoauMo ACMBAHUTERHO
pasTBapsHe.

Paskriatete fobpe npeau waternsHe n ynorpeGa. HeobGxoanMmo e NbfHo pasknawiade, 3a Aa ce
NOAABPXA BAKCUHATA B CbCTORHME HA CYCHEH3NS.

JlekapcTBEHUTE NPOAYKTM 3a NapeHTepanHo npunoxerue Tpabsa [a Ce OrMenar 3a CTpaHuudHN
YacTVUW W MPOMSHA B uBeTa npepy npunioxeHue. Mpepu pasknawane VAQTA e Gesusetna
cycnenans.Cnen AoBpo pasknalate, VAQTA e neko HenpospayHa 6sna cycneHsust.

BaxHO € 4@ Ce USNON3BaT PasnuyHW CAPUHLIOBKM M WFMW 3@ BCSIKO Nuue, 3a 4a ce NpejoTBpaTi
pasnpocTpaHeHUe Ha MHEEKLMN OT 8AMH YOBEK Ha APYr.

7. ME 1 AOPEC HA MPUTEXATENS HA PASPEHIEHNETO 3A YINOTPEBA

Merck Sharp & Dohme IDEA INC. — LUBEWRLIAPUA
Schaffhauserstrasse 136

8162 Glattbrugg

Switzerland

8. PEMACTPALMOHEH Ne B PEFTUCTLPA IO Y. 28 3AAXM

50 U/1.0 mL — 9900133
25 U/0.5 mL — 9800132

9. IATA HA ITbPBO PASPEIIABAHE 3A YNOTPEBA HA JIEKAPCTBEHWA NMPOAYKT
26.04.1999

10. JATA HA (MACTUYHA) AKTYANW3ALIMA HA TEKCTA

Mecey Anpun2004r.




