MHNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA ITPOAYKT
Synagis 50 mg/0,5 ml HHXEeKIOHEH Pa3TBOP

Synagis 100 mg/1 ml nHkekunoHeH pa3TBoOp

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
1 ml Synagis pa3tBop cbabpka 100 mg nanuBusymad™.

Bceeku ¢nakon 0,5 ml cpappxa 50 mg nanususymad.
Bceeku ¢nakon 1 ml ceappka 100 mg nanuBuzymal.

*TlanuBu3yMabd € peKOMOMHAHTHO XyMaHH3HUPAaHO MOHOKJIOHAJTHO aHTHUTSJIO, pou3BeaeHo upe3 JJHK
TEXHOJIOTHsI B TOCTONPHEMHHUK MHIIA MUEJIOMHH KJIIETKH.

3a MBbIHUS CIUCHK Ha ITOMOIIHHUTEC BCIICCTBA BHXKTC TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

NHxxekroHeH pa3TBop.

Pa3TBOpPBT € OUCTBP MU JIEKO OMAJIECIIEHTEH.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3aHUS

Synagis e mokasan 3a npo(HIAKTHKA HA CEPHO3HH 3200 sIBAHUS HA JOJIHUTE AUXATEIHU IBTHLIA,

W3HUCKBAIW XOCTIHTAIN3AIVS, TPETU3BUKBAHN OT peciupaTopHus cuHITHAIeH Bupyc (RSV) mpu
Jelia ¢ BUCOK PHUCK OT 3a0omnsBaHe ¢ RSV:

. Jiella poAeHH Ipe3 35 recTaloOHHA CEAMMLA WM TI0-PaHO U KOWTO MPHU HACTHIIBAHETO HA
ce3oHa Ha RSV ca nmox 6 meceuna Bw3pacr,

. Jena oA 2 TOAMHY, IPYU KOUTO Ce € HajlaraJjio Je4eHrne Ha OpPOHXOITyJIMOHAIHA IUCIIa3Hsl MPe3
MpEeIXOqHUTE 6 Mecena,

. Jena noA 2 rOAMHU U ¢ XeMOANHAMUYHO 3HAYMMO BPOJCHO ChpACYHO 3a00sBaHE.

4.2 J103MpOBKA M HAYMH HA NPUJIOKEHHE

EOL’J/IQOBK&

[IpenoppunTenHaTa 103UpoBKa Ha manuBu3yMad e 15 mg/kg TenecHo Teriao BeIHbK MECEUHO MO
BpeMe Ha OYaKBaHM NEpUOAH Ha prck oT RSV B obmiecTBOTO.

O6ewmsbT (n3paszen B ml) ot // Palivizumab // 3a mpuiarane Ha eTHOMECEUHH HHTEPBAIU = [TEIJIOTO HA
nanuenTa B kg] ymuoxeno mo 0,15.

KoraTo ToBa € Bb3MOXXHO, TbpBaTa 103a TpsiOBa J1a ce MPUIIOKH MPeIr HACTHIIBAHETO HA CE30HA Ha
RSV. IlocneaBamure 1o3u TpsiOBa Ja ce mpujaraT eXXeMEeCceyHO Mpe3 BpEMETPAeHEeTO Ha Ce30Ha Ha
RSV. He e ycranoBeHa epukacHOCTTa Ha MaJMBU3yMal MpH 103H, Pa3iIMyHM OT 15 mg Ha KUIorpam,
WM TIPY NIPHJIaTaHe Ha MHTEPBAJI, pa3iaudeH OT eIMH Mecell 110 BpeMe Ha ce30Ha Ha RSV.

[IpeoOnagaBaniuaT OMUT, BKIIOYUTETHO OT OCHOBHUTE KIMHUYHM u3nuTBanus ¢asa Il ¢
NAJIMBU3yMal, € HaTpyIaH NpH MPUIOKEHUE HA 5 MHXEKINU B €JMH ce30H (BX. Touka 5.1). Makap u
OrpaHMYCHH, CHIIECTBYBAT JaHHM 3a MIpHUJIaraHe Ha moBede oT 5 103w (Bxk. Touka 4.8, 5.1 u 5.2).



3a HamaJsIBaHE HA PUCKa OT MOBTOPHA XOCMUTAIM3ALMS CE€ IPENopbhyUBa AeLaTa, IpUeMalin
NaJIMBU3yMal, KOUTO ca XocnuTanusupanu ¢ RSV, na npogbirkaBar ga npueMar eKeMEeCeYHHU 103U
naJMBU3yMad mpe3 IUI0TO BpeMeTpaeHe Ha ce30Ha Ha RSV.

[Ipu pena, moIokeHH Ha ChpAeUeH Oalinac, ce mpenopbuBa HHKeKTUpaHe Ha 15 mg/kg TenecHO
TErJo NaJuBU3yMad, HEMOCPEACTBEHO Clie/l CTAOMIN3UPAHE OT ONEPALUsTa, 32 OCUTYPSIBAHE Ha
a/IeKBaTHHU CEpPYMHH KOHIIEHTpaluy Ha nanuBu3ymad. [locnenpamure 1o3u TpsiOBa 1a ce mpuiiarat
©KEMECEUHO IIpe3 OcTaHajlaTa 4acT oT ce3oHa Ha RSV mpu nena, kouTo npoabkaBaT 1a ca
W3JI0KEHU Ha BUCOK pUCK OT RSV nndexnus (Bx. Touka 5.2).

Hauun Ha OPHUITOKCHUC

HaJ’II/IBI/IBYMa6 CC Mpwjiara MHTpaMycCKyJIHO, 3a MMPECAINNOIUTAHC B MIPEAHO-CTPAHUYIHATA YaCT Ha
6C,Z[p0T0. Ce,[[aJ'II/IH_IHI/IHT MYCKYJI HC TpSI6Ba Ja €€ U3M0JI3Ba PYTUHHO KATO MSACTO 34 MHIKCKTUPAHC
nopaau pyucK OT YBPCKAAHC HAa CCHAIUIITHNSA HCPB. I/IH)KeKI_II/IHTa CC IMOCTaBs IO CTaHAApPTHA
aCCIITUYHA TCXHHUKA.

I/IH)KeKI_II/II/I ¢ 0bem HazxQ 1 ml TpH6Ba Ja CC MMOCTABAT pa3ACJICHNU Ha NO3U.

Synagis HWHKCKIIMOHCH pa3TBOP € TOTOB 3a yrIOTpe6a mnpernapar. 3a HUHCTPYKOHUU OTHOCHO M3WCKBAHUA
KbM CIICHUAITHOTO MAHUITYJIMPAHC C HCTO BUXKXTC TOYKaA 6.6.

4.3 IIpoTUBONOKA3AHUA

CBp”bXLIYBCTBI/ITCJ'IHOCT KBbM aKTMBHOTO BC€IICCTBO WJIM KBbM HAKOC OT IOMOIIHUTC BECIICCTBA,
I/I36pOCHI/I B TOYKa 61, WJIK KbM APYTHU XYMAHU3UPAHU MOHOKJIOHAJIHU AHTUTECIIA.

4.4 CrnenuaJHu npeaynpexIeHus 1 MpeANasHl MEPKH IPH ynoTpeda

[Ipocaeaumoct
3a fma ce moo0pH MPOCIETUMOCTTa Ha OHOJIOTUYHUTE JICKAPCTBEHH MTPOAYKTH, UMETO U MMAPTHIHUAT

HOMCP Ha IMPUIJIOKCHUA ITPOAYKT TpH6Ba SICHO Ja C€ 3aIIMCBar.

ChobmaBa ce 3a alepruuHu peakilvi, BKIIFOYUTEIIHO MHOTO PEJIKU CITyYar Ha aHA(QUIAKCHs U
aHa(UIAKTHYCH IIOK CJIe]] MPUJIOKECHNE Ha MaauBu3yMab. B Hsakou ciydan e choOIeHa U CMBPT (BK.
Touka 4.8).

HeKapCTBeHI/I MMPOAYKTH 3a JICHCHUC HA TCIKKH PCAKINU HA CBPBbXTYBCTBUTCIHOCT, BKIIFOUUTCIIHO
aHa(l)I/IJ'IaKCI/IH n aHa(l)PIJ'IaKTI/I"ICH 110K, TpH6Ba Ja 6’BZ[aT Ha pa3noJIOKCHUC 3a He3a0aBHO MIPUIIOKCHUC
CIIca HaJ'II/IBI/ISYMa6.

YMepeHo TCXKKa, 10 TCIKKA OCTpa I/IH(i)eKL[I/Iﬂ nin (be6pPIJ'IHO CbCTOSAHHUEC MOraT aa 6’B,Z[aT OCHOBAHHCE 3a
OTJIaraHe Ha IMPUJIIOKCHUCTO Ha HaJ'II/IBI/I3YMa6, OCBCH aKO I10 MHCHHUCTO Ha JICKAPA OTJIaraHeTO Ha
MMPUJIIOKCHUCTO Ha Ha.]'II/IBI/I3YMa6 HC NpCACTaBJIsIBA IMO-T'OJIAM PUCK. Jlexo (1)66pI/IJ'IHO 3a00JIIBaHE KaTo
JICKa I/IH(beKI_II/IH Ha TOPHUTC AUXATCIIHA IIbTUIIA OOMKHOBEHO HE € NpHUYMHA 3a OTJIaraHe Ha
MMPUJIOKCHUCTO Ha HaJ'H/IBI/I3yM8,6.

HaJII/IBI/I3YMa6 TpH6Ba Ja c¢ npujiara BHUMATCIHO IPH MAIIUCHTU C TpOM6OL[I/ITOH€HI/I$I W Jpyro
KOaryJallMOHHO HapyHICHUC.

E(l)I/IKaCHOCTTa Ha HaJ'II/IBI/IBYMa6, MPUJIOKCH MTPU MAOUCHTU KATO NOBTOPCH KYPC Ha JICUCHUC IIPE3
IoCJICABAII] RSV CC30H, HC € ouna n3CJIC€aABaHa Q)opManHo B OYUBaHC, IIPOBCICHO C TaKaBa LCII.
Bb3moxHuAT PHUCK OT 3aCHUJIBAHC HA RSV I/IH(i)CKLII/IFITa npe3 CE30Ha, CacABalll CE30Ha, Ipe3 KOHTO
MAalUCHTUTE Ca JICKYBAHU C HaJ'II/IBI/I3yMa6, HC € U3KIIFOYCH OKOHYATCIIHO OT NPOYUBAaHUATA, IPOBCACHU
C Tasu CcrCuuaiiHa HAaCO4YCHOCT.



4.5 BsaumopeiicTBHe ¢ APYI'H JeKAPCTBEHH NMPOAYKTH U APYTrH GopMHU HA B3aNMO/IeiicTBHE

He ca npoBexnanu opuunainy NpoyyBaHus 32 B3aUMOJCHCTBUS C APYTH JEKaPCTBEHH MPOLYKTH. B
KIMHUYHOTO n3nuTBaHe IMpact-RSV ¢aza III, npu neauatpryay nomynauuy Ha NPeKAeBPEMEHHO
POJCHU U TakUBa ¢ OPOHXOIMyIMOHApHA IUCIIA3Us, JeTbT Ha HallMEHTUTE B TPYNUTE Ha Tu1ane0o u
NAJIMBU3yMa0d, KOUTO ca MOJYYHJIN PYTHHHU IE€TCKH BaKCUHH, BAKCHHA CPEILy TPHIL,
OpOHXOAMIATATOPU MM KOPTUKOCTEPOH I, € CXOJICH U HE € HaOMI0JaBaHO 3HAYUTEIIHO YBEIHMUCHUE
Ha HEKEIAHNUTE PEaKUu Cpell MAlMeHTUTE, TPHUEMali TE3H CPEJICTBA.

TBit KaTO MOHOKIIOHATHOTO aHTUTSUIO € crieruduyaHo 32 RSV, He ce ouakBa manuBu3ymat na ce
HaMecBa B UMYHHHUS OTTOBOP KbM BaKCUHHUTE.

HaJ’II/IBI/IB}’Ma6 MOXKE Ja IIOBJIMAC Ha I/IMYH0633I/IpaHI/ITe RSV JUArHOCTUYHHU TECTOBE, KAaTO HAKOU
TCCTOBCE, 6a31/1paH1/1 Ha OTKPUBAHC HA aHTUI'CH. OcBeH TOBa HaJ'II/IBI/IBYMa6 MOTHUCKA BUPYCHATa
pCIUTMKALYA B KIICThYHA KYJITYypa U CIICAOBATCIIHO MOXKE CHIIO Ja NOBJIMABA HAa TECTOBC C BUPYCHU
KYJITYpH. HaJ’II/IBI/IBYMa6 HC IIOBJINsABA TCCTOBETC, OCHOBAHHM HA O6paTHOTpaHCKpI/IHTa3HaTa
MOJIMMCPA3Ha BEPUIKHA PCAKIIUAA. IloBnusBaHETO HA TECTa MOKE Ja J0B€AC 10 (l)aHIHI/IBO—OTpI/ILIaTeJ'IHI/I
PE3YJITAaTU HaA RSV JUArHOCTUYHUS TCCT. ITo ta3m MMpUYrHa, KOraTo CC Mojy4dart pe3yJTaTuTeC OT
JUArHOCTUYHUTE TECTOBE, TC, 3aCAHO C KIMHUYHUTC HaXOJKH, TpH6Ba Ja MOoCJIy’KaT 3a B3CMAHC Ha
peHICHU: 3a JICUCHUC.

4.6 ®@epTuianTer, OPEeMEHHOCT H KbPMeHe

HerI/IJ'IO)KI/IMO. Synagis HC € IPpCAHA3HAYCH 3a IPUJIOKCHUC IIPU Bb3PACTHU. JIuncear JaHHH I10
OTHOIICHHUEC Ha q)epTI/IJ'II/ITeTa, 6pCMeHHOCTTa " KbpMCHCTO.

4.7 Edextn BbpXy coco0HOCTTA 32 mopupaHe u padoTa ¢ MAIIUHA

Henpunoxumo.

4.8 Hexenanu JeKapcTBEHH PeaKINU

O600menue Ha npodua 3a 6e3onacHoCT

Haii-ceprno3nurte He)xenaHu JIEKAPCTBEHH PEAKIIMH, KOUTO CE MOJIy4aBaT NpU MPUIOKEHHUE Ha
NaJIMBU3yMa0, ca aHapUIaKCHs U IPYTH OCTPH PEaKLMU HA CBPbXUYyBCTBUTEIHOCT. YECTH HEKEJIaHH

JICKAPCTBCHU pCAKIIMH, KOUTO CC IMMOJTy4YaBaT IpHU NPHUIIOKCHUC Ha HaJ'II/I3BI/I3YMa6, ca TeMIIeparypa,
06pI/IB " pCaKiurd Ha MACTOTO HAa MHIKCKTHUPAHC.

TabnuyeH cIUChK HA HEXKETAHUTE PEaKINU

Hexenanute peakiiuy, KakTo KITMHUYHUTE, TaKa U Ja00OpaTOPHUTE, ca JaJCHH [0 CUCTEMOOPraHeH
KJlac ¥ yectoTa (MHOro dect > 1/10; wectn > 1/100 mo < 1/10; mewectr > 1/1 000 go < 1/100; penku
>1/10 000 go < 1/1 000), n3BeAEHN OT MPOYUBAHUS MPH MEAUATPUUHH MALUESHTH, POACHH
MPEXICBPEMEHHO WIH ¢ OPOHXOIMyIMOHAJIHA JUCIIIAa3Ks, U Ha MIEAUATPUIHH MALUECHTH C BPOJICHO
ChpIEYHO 3a00sABaHe.

Hexenanure PCaKknun, YCTAaHOBCHU 11O BPEMEC HAa ITIOCTMAPKETUHTOBOTO Ha6J'IIO,Z[€HI/IC, ca C’BO6H.[€HI/I
,Z[O6pOBOJ'IHO IIpu nomyJjianusa ¢ HCYCTaHOBCH 6p0ﬁ; HC BUHAru € Bb3MOXHO Jia C€ OIIPCACIIN HAJACIKIHO
TAXHATa Y€CTOTA WA J1a C€ YCTAHOBU NPUYNHHO-CJICACTBCHA Bpb3Ka C IpHUEMa Ha HaJ'II/IBI/I3YMa6.
YecroraTa Ha TE3HU H.HP, KaKTO € MIpc/iCTaBCHA B Ta6J'II/II_IaTa mo-A0J1y, € OIpeaAcjcHa C IOMOIITA Ha
JAaHHUTC 3a 0e30IMacHOCT OT ABCTC pCrUCTPpAallMOHHU KIIMHWUYHHA NTIPOYYBAHUA. YecroraTa Ha TE€3U
PpCaKluu B IPpOYYBAHUATA HC IIOKA3a pa3jinKa MCKAY Irpyrnara Ha HaBI/IBI/I3yMa6 " Ta3u Ha rmaueGo u
PCAKIUHUTE HE Ca CBBP3aHU C JICKAPCTBOTO.



He:xenann edpeKkTn NpH KINHAYHA TPOYYBAHUSA * M NOCTMAPKETHHIOBH ChOOIICHHSA

TPH NeJMATPHYHN NALMECHTH

CucreMo-opraHneH KJac YecroTa HJIP

no MedDRA

Hapymenns Ha kpbBTa U Heuectn TpomGonuronenus”

nuMdHaTa cucrema

Hapymenns na umyHHarta C Hen3BecTHA YecToTa Amnadunakcus,

cucreMa aHa(MITaKTUYEH LIOK (B
HSIKOM CJTy4yaH € choOIIeHa
cmupT)

Hapymenns Ha HepBHaTa Heuectn KonBycuu"

cucreMa

Pecniuparophu, rppaau n Yectn Annes”

MEINAaCTUHAIHA

HapylIeHUs

Hapymenns Ha xoxaTa 1 MHoro yectn O6pus

MTOJIKOXKHATa ThKaH

Heuectn Yprukapus’

OO0y HapyIIeHHS 1 MHoro uectu [Mupekcus

edexTr Ha MACTOTO Ha

MIPUIIOKEHHE Yectn Peakuns Ha MsicTOTO Ha
WHXEKTHpPaHe

*3a IBJIHO OMHMCAaHKUE Ha IPOYYBAHETO BUKTE Touka 5.1 KnuHnvynu npoyuBaHus
# HJIP, ycTaHOBeHM IPH MOCTMapKETUHIOBOTO HAOIIOACHHUE

Onucanue Ha W30paHK HEXKENAHU PEaKINU

Ilocmmapkemunzog onum

O1eHeHH ca CIIOHTaHHO CHOOLICHUTE MOCTMAPKETUHIOBY CEPHO3HU HEKEIaHU PEaKuy IpU
NpUIOKeHUe Ha nanuBuzymad Mexny 1998 u 2002 r., oTpassBaimy 4eTHpH ce30Ha Ha RSV.
[onyvenu ca o6mo 1 291 cpoO1IeHNS 32 CEPHO3HH HEXKENAaHU PEaKLUUH NP MPUIIOKEHHE Ha
NaJIMBU3yMa0 CHIIIACHO HHAUKALMUTE U MPOABDKUTEIHOCT Ha TEpaNMATa B PAMKHUTE Ha €IUH CE30H.
Camo nipu 22 0T Te3u ChOOIICHHS HEeXXETaHUTe PeaklMy ca HACTBIIWIN CJIEH IIECT WK IOBEYe 103U (B
15 cnyyas cnen mecrara 103a, 6 cineq ceaMata fo3a u 1 cinex ocMmata 1o3a). Te3u HexXelnaHu peakiuu
ca CXOJIHU I10 XapaKTep C HEXKENAHUTE PEAKINHY CJIe] MPUI0KEHUETO Ha HAYAIHUTE TNIET T03H.

TepaneBTuuHaTa cXeMa ¢ MaauBU3yMal M HEXXENaHUTE PEAKLUH ca MOHUTOPUPAHH B Tpyla OT OJIH30
20 000 xppmaueTa, MPOCIEECHH 110 PETUCTPUTE 32 CIIa3BaHE Ha JICUEHUETO OT MAallMEHTUTE B IIEpHOJIA
1998 —2000 r. B Ta3u rpymna 1 250 oT BKJIFOUEHUTE KbpPMayeTa ca MOTYIHIN 6 HHKEKIHH,

183 xppMadeTa ca NOMYUYWIN 7 UHXKEKINH, a 27 ca MOoMy4YuIn win 8, win 9 nnxeknun. Hexxenanure
peakuuu, HabII0AaBaH! [IPY HALMEHTUTE CIIE LIeCTaTa MM CIeIBalla 103a, Ca CXOAHH 10 XapaKTep
W YeCTOTa C Te3U, HAOII0AaBaH! CJe] MPHIOKEHUETO HAa HAYaJTHUTE 5 TO3H.

B Maiko 0TBOpEHO MPOCHEKTUBHO KIIMHUYHO U3MHUTBAaHE HA 14 y4aCTHHUIN, KOUTO ca TIOIYYHIH 6
703U, CHOOILCHNTE HEXKETaH! PEaKIMH Ca B ChOTBETCTBUE C M3BECTHHS PO Ha 6€30MacHOCT Ha
NaJMBU3yMad.

B 06C€pBaI_II/IOHHO, MOCTMAPKCTUHI'OBO MMPOYYBAHC HA baza JaHHHU, € Ha6J'IIO)_IaBaHO JICKO INIOBHUIICHHUEC
Ha 4CCTOTAaTa Ha aCTMa Cpe NPCKACBPECMCHHO POACHHU, ITOJIydaBaIn HaJ'II/IBI/I3YM36; BBIIPCKU TOBA,
MNPUYIUHHO-CJIICACTBCHA BPb3Ka HC € YCTAaHOBCHA.

C’BO6H_IaBaHe Ha 10A03MpaHd HCXCIIaHU PCAKIITNN

C’LO6H_[aBaHeTO Ha IOAO3UPAHU HCKCIIAaHU PCAKIUH CJIC PA3PCIIABAHC 3a yHOTpe6a Ha JICKApCTBCHUMA
MNPOAYKT € BaKHO. Topa mo3BossiBa Ja IpOABbJIKA Ha6J'IIO)_I€HI/ICTO Ha CbOTHOIICHHUETO HOJ'IBa/pI/ICK 3a
JICKApCTBCHUSA TPOAYKT. Or MECIUIMHCKUTE CIICHUAINCTH CC U3HMCKBa Ja CT»O6H_IaBaT BCsiKa




MoJ03MpaHa HexeNlaHa peakUus ype3 HAlMOHAIHA CUCTEMa 3a ChOOIIaBaHe, IOCOUYEHA B
[Ipunoxxenue V.

4.9 IIpenosupane

B ycnoBusiTa Ha KTMHUYHY TPOYYBaHUs TPU AeLa ca MOIydwIn npenosupane Hax 15 mg/kg. Tesn
no3u ca ounm 20,25 mg/kg, 21,1 mg/kg u 22,27 mg/kg. He ca nnentndunupanyn MeIuIUHCKA
MOCIEIUIHN B T€3U CITyYaH.

ITo BpeMe Ha MOCTMAPKETUHIOBHSA ONHUT € ChOOLIABaHO MPEA03upaHe ¢ 103 10 85 mg/kg u B HiAKOU
cllyyad ca ChOOILaBaHH HEXKEJIAHH PEaKLUHU, KOUTO HE CE pa3InyaBar OT HaOJII0JaBaHUTE NPH 1032
15 mg/kg (Bx. Touka 4.8). B ciyuaii Ha npeno3upane ce npenopbuBa NAMEHTHT Ja 0be
HaOJIroaBaH 3a NPU3HALM WM CHMITOMH Ha HEXXEJIaHU peaknu 1 eeKTH U He3a0aBHO Ja Oblie
Ha3HAYCHO CHOTBETHOTO CUMITOMATUYHO JICUCHHUE.

5. ®APMAKOJIOTMYHHA CBOMCTBA
5.1 ®apMakoaMHAMHYHHU CBOICTBA

dapmakoTepaneBTHYHA rpyna: IMyHHH CEPYMHU U HMYHOTIIOOYIIMHU, IPOTUBOBUPYCHH
moHoknoHanHn autuTena; ATC kox: JO6BDO1.

[NanuBu3ymab npepcraisiBa XyMaHu3upaHo 1gG 1« MOHOKIIOHAITHO aHTHUTSLIIO, TIPEeTHA3HAYEHO 3a
enuTona B A-aHTUTEeHHUSI Y9aCThK Ha (DY3MOHHUS MIPOTEWH HA PECITUPATOPHUS CHUHITUTHAIIEH BUPYC
(RSV). XymaHH31paHOTO MOHOKIIOHAITHO aHTHTSIJIO C€ ChCTOU OT YOBEIIKH (95%) 1 mutu (5%)
AHTHUTSIIO CEKBEHIIMU. TOM MpuTe)KaBa MOIIHO HEYTPATH3UPAIIO M HHXHOUPAIIO CIIMBAHETO ACHCTBUE
cpemy mamoBere RSV noarunose A u B.

JlokazaHo € B MOJieNa Ha TaMyKOB TLTBX, Y€ CEPYMHH KOHIIEHTPAIMHN HA MAIUBH3YMald OT
npubmm3urenHo 30 ug/ml Bogsat mo 99% namanenue Ha permukanusaTa Ha RSV B 6enus npod.

In vitro mpoyyBaHHs Ha aHTUBUPYCHATA AKTUBHOCT

AHTHBHpYCHATa aKTHUBHOCT Ha aJTMBU3yMad € olleHeHa Ype3 MUKPOHEYTPaIU3allHOHEH TECT, IPH
KOMTO MOBHIIABAIIY CE KOHLEHTPALUH HA aHTUTeNa ce HHKyOupaT ¢ RSV npenu nobassHeTo Ha
qoBewkute enureiany kietku HEp -2. Crnex nakyOupane B npoabinkeHue Ha 4—5 nuu RSV anTurenst
ce U3MepBa upe3 eH3uM-cBbp3aH nMyHocopoenteH tecT (ELISA). Heyrpanuzaumonnust tutsp (50%
edextuBHa KoHueHTpauus [ECso]) ce u3pazsaBa kaTo KOHLIEHTpaLUs Ha aHTUTeNIa, He0OXoauMa 3a
HaMaJIsBaHe Ha AerekuuaTa Ha RSV anturena ¢ 50% B cpaBHEHHE ¢ HETPETUPAHUTE, 3apa3eHU C
BUpYC, KieTku. [lammBuzymab nmokaszsa menuana Ha ECso 0,65 pg/ml (cpeano[ctangapTao
otkioHenue] = 0,75 [0,53] pg/ml n = 69, quanazon 0,07-2,89 pg/ml) u 0,28 pg/ml
(cpenno[cranmapTHO oTkionenue] = 0,35 [0,23] ug/ml; n = 35, auanazon 0,03-0,88 pug/ml croTBeTHO
CHpsAMO KIMHUYHHATE n30gaTH Ha RSV noarun A u B. Ilo-ronsmara yact ot ximHu4HATE RSV
n3onatu (n = 96) ca cpOpanu oT naureHTd B CheIMHEHHUTE IATH.

PesucrenTHoCT

[NanuBu3ymab ce CBbp3Ba ¢ BHCOKOKOHCEPBATUBEH PETHOH Ha eKCTparlellyJIapHus JOMeH Ha 3penus F-
nporeuH Ha RSV, nmo3nar kato anturenno mscto Il unu A, KoHTO BKIIOYBA aMUHOKUCEIUHU OT

262 no 275. Ilpu reHOTUIIEH aHaIU3 Ha 126 KIMHUYHYU U30iata oT 123 nena ¢ HeycneliHa
MMYHOIIPO(MITAKTHKA C€ JOKa3Ba, 4Ye BCUYKK MyTaHTHU hopmu Ha RSV, kouTo nposiBsBar
PE3UCTEHTHOCT KbM NaMBU3yMad (n = §), ChabpkKaT MPOMEHH B AMUHOKHCEITMHUTE B TO3H PETUOH Ha
F-iporenna. Hsama Bapuanmu Ha monmuMop(HA WA HENOIUMOP(HH CEKBEHIIMU U3BBH A-aHTUTCHHUS
y4acTsK Ha F-iporenna Ha RSV, 3a kouto 1a e nokasaHo, ue npassaT RSV pe3ucreHTeH Ha
HeyTpanm3anus ot nanueuzymad. [Ipu tesn 8 knmuananu RSV u3onara e uaeHTHGUIMpaHa TIOHE eTHa
OT CYyOCTUTYLIMHTE, CBBP3aHH C PE3UCTEHTHOCT KbM manuBuzymad, N262D, K272E/Q umm S275F/L,
KOETO BOJH 70 KOMOWHUpPaHa, CBbP3aHa C PE3UCTEHTHOCT MYTaIus ¢ 4yectoTa 6,3% mpu Te3u



nanueHTy. [lpernea Ha KIMHUYHUTE HAXOAKH HE YCTaHOBSIBA BPB3Ka MEX1y IPOMEHHU B CEKBEHIIMHUTE
Ha aHTUTeHHO MACTO A U TexecTTa Ha RSV 3abomnsBanusita npu ena, morydaBaiiy
UMYHOIIpOUIIaKTHKA ¢ TaTuBU3yMal, KouTo pa3BuBaT RSV 3abomnsBanus Ha TOTHUTE TUXATETHH
nbruima. [Ipu ananus Ha 254 kmuananu RSV u3onara, csOpanu ot nauuentu 0e3
UMYHOIIpOUIIATHKA, CYOCTUTYIIMU, CBBP3aHU C PE3UCTEHTHOCT KbM NaJHBU3yMal, ca OTKPHUTH B

2 m3omnata (1 ¢ N262D u 1 ¢ S275F), koeto Bonu 1o gectora 0,79% Ha CBBp3aHUTE C PE3UCTEHTHOCT
MyTallUu.

HNmyHOreHHocT
AHTHUTENA Cpelly maauBu3ymMad ce HaOIr1aBatT npy NpruoIu3uTeHO 1% OT marueHTuTe B

npoyuBaHeTo IMpact-RSV no BpeMe Ha mbpBUs Kypc Ha jiedeHue. Te ca mpexoaHH, C HUCBK TUTHD,
OT3BYyYaBaT HE3aBHCHMO OT IPOIBIDKABAIIOTO MPUIOKEHHUE Ha JIEKAPCTBEHUS IPOAYKT (IIBPBH U
BTOPH CE30H) U ca I0/J] TPAaHMIIaTa Ha yCTAHOBSIBAHE MPH 55 0T 56 HOBOPOACHU Mpe3 BTOPHS CE30H
(BKJIFOUHTEIHO 2 C TUTPHU TIpe3 IbPBHS Ce30H). FIMyHOTEHHOCTTa HE € M3MUTBAaHA MTPH MTPOYYBAHETO
P BPOJICHU CHPJICYHH 3a00JIsIBaHUS. AHTUTENATa CPEIlly MaTHBU3yMal ca OIICHSIBAHU B YETUPH
JOITBJTHUTEITHY TIpoy4BaHus npH 4 337 manuenTy (B Te3U NPOYyYBaHUS ca BKIIOUYCHH JIeTla, POACHU B
35-Ta recTalliOHHA CEIMHULIA WM MO-PaHO, TAKMBA Ha 6-MeceyHa BBh3PacT WK MO-MaJIKH, UM TAKUBa
Ha 24-Mece4yHa Bh3pacT WIH MTO-MaJIKH, KOUTO UMaT OPOHXOITYIMOHATHA AUCIIIA3US HITU
XeMOJMHAMUYHO 3HAYMMO BPOACHO CHPJIEYHO 3a00siBane) U ca HabmogaBanu mipu 0%—1,5% ot
MalKUEHTUTE B Pa3jIM4YHU BPEMEBH TOUKHU Ha MpoyuBaHeTo. Hsma Bpb3Ka MeXAy HATUUKUETO HA
aHTHTENA U HeXxelaHuTe chouTus. [lopaam ToBa M3riexa, 4e aHTHTSII0-0TTOBOPHT CPEITy
nekapcTBoTo (ADA) He € KITMHIUYHO 3HAYMM.

[Ipoy4BaHus, Ipyu KOUTO € M3IOJI3BaH JHODUIN3UPAH NaTUBU3YMa0

B exno nane0o KOHTPOIMPaHO W3NMUTBAHE 3a NMpoMIakTHKa Ha 3abomsaBane oT RSV (u3nurBaneTo
IMpact-RSV) mpu 1 502 Bucoko puckosu aena (1 002 va Synagis u 500 na miane6o), 5 MeceuHu 1031
ot 15 mg/kg HamansBaT yectorata Ha cBbp3aHata ¢ RSV xocnuranmuzanus ¢ 55% (p=<0,001).
YecroTara Ha XocnuTanu3anus nopagd RSV B rpynara na nnane6o e 6una 10,6%. Bb3 ocHoBa Ha
TOBa aOCOJIIOTHOTO HAMAJIEHUE Ha pUCKa € 5,8%, KOeTo 03HadaBa, ye MoIyJanusaTa, HeoOXoguMa 3a
JiedyeHue 3a npenoTBparsaBane Ha 1 xocnuramuzanus e 17. Texecrra Ha 3abonsBaneTo o RSV npu
Jie1a, XOCIUTAIM3UPaHy BBIIPEKH MPOQHUIAKTHKATA C TATUBU3YyMal, 10 OTHOLIEHHE Ha
MPOABIDKUTEIHOCTTA (IHU) Ha IIPECTON B OTIEJICHHE 32 MHTEH3UBHO JieueHue Ha 100 neua un
MPOABIDKUTENHOCTTA (IHM) HAa MeXaHu4HaTa BeHTwianus Ha 100 mena He e Ouiia MOBIHMAHA.

O6m1o 222 nena ca y4acTBaJM B JJB€ HE3aBUCHMHU MPOYYBAHMS 32 OLICHKa Ha 0€30MacHOCTTa Ha
NaJMBU3yMal, IPU KOUTO TOM ce e mpuitarai 3a BTopH ce30H Ha RSV. Cto u tpu (103) nenaca 6unm
WH)XEKTUPAHH €KEMECeYHO C NaTMBU3yMal 3a IbpBH BT, a 119 aena ca npuemanu nanususymad
npe3 ABa MOCJeI0BAaTEIHU ce30Ha. [Ipy HUTO €qHO OT Te3u MPOoyUYBaHHA HE € HaOJII0JaBaHa pa3jinKa
MEXIy TPYIHTE 10 OTHOIIEHHE HAa UMYHOTeHHOCTTA. Thi KaTto ehpukacHOCTTa Ha MaTMBU3yMal Ipu
MPUIOKEHUE KaTo BTOPH KypcC Ha JIeUeHHe 1o BpeMe Ha nocsieasan] RSV ce3on He e popmanto
M3cIeIBaHa B KJIMHUYHO IPOYYBAHE C TaKaBa IIeJl, HE € U3BECTHO 3HAYEHHUETO Ha TE3H JTaHHU 3a
e(hUKaCHOCT.

B enHO 0TBOpEHO MPOCHEKTHBHO KIMHUYHO M3NHUTBaHE (PapMaKOKMHETHKATa 1 UMYHOT'C€HHOCTTA ca
OLIGHEHU CIIe/l NPUIIOKEHHE Ha 6 1o3u nanuBu3yMal B paMkuTe Ha eauH RSV ce3oH.
dapMaKOKMHETUYHUTE JAHHU Ca COUMIIH, Y€ aJleKBaTHU CPEIHU KOHIICHTPAILIMH Ha MAIMBU3yMal ce
MIOCTUTAT y BCUUKH 14 nena, 3a KOUTO ca HAIMYHU JAHHU 33 Hall-HUCKUTE CEPYMHHU KOHLIEHTPALUH 32
30 gam crex mecraTa Ao3a (Bxk. Touka 5.2). [Ipu Te3u 14 yyactHum He ca HaOMOAaBaHU 3HAYMMU
MOBHIICHHUS HA TUTHhPA HA aHTU-TIANMBU3YMa0 anTHTeNna. [IpexoJHu HUCKU KOHLIEHTPaluy Ha aHTH-
NaJIMBU3yMad aHTHUTENa ca HaOMIoJaBaHK y €IHO JeTe cliell BTopaTta 1033 NaJuBIU3yMad, KOUTO criajat
710 HEOTIpEIEIMMH HUBA CIIE IIPHIIOKEHUETO Ha IIETaTa U ceaMmaTa o3a.

B exno nane0o-KOHTpOIMpPaHO KIMHUYHO NpoyyBaHe npu 1 287 mauuenTy Ha Bb3pact < 24 mecena ¢
XEMOJWHAMHUYHO 3HAYMMO BPOJCHO ChpAeyHO 3abomnsBane (639 manuent Ha Synagis; 648 Ha
iane6o), 5 meceunu no3u ot 15 mg/kg Synagis ca HaManuiaM YecToTaTa Ha XOCIUTATU3AIUUTE 32
RSV ¢ 45% (p = 0,003) (mpoyuBaHe nipu BPOACHO ChpAeYHO 3a0omnsBane). [[manHoTnaHUTE M



alMaHOTUYHUTE NAlMEHTH B TPyNHTE ca OWiIM eAHakBO OanaHcupanu. YecToTaTra Ha XOCTIMTaTIN3aMs
3a RSV e 6una 9,7% B rpynara Ha miaune6o u 5,3% B rpynara Ha Synagis. Bropuunute kpurepuu 3a
erKacHOCT ca MOKa3alk 3HAYMMO HaMaJeHHue Ha oOuust Opoii AHK XocnuTanu3auus 3a RSV B
rpymnara Ha Synagis B cpaBHeHHE ¢ manedo (56% namanenue, p = 0,003) u odums 6poit 1au ¢ RSV ¢
YBEJIMUEH JOMBJIHUTENIEH KUucaopoA (73% namanenue, p = 0,014) na 100 geua.

[IpoBeneHo e peTpOCIEeKTUBHO 00CEPBALIMOHHO U3MUTBAHE MPH MAJIKU JIEa C XEMOJUHAMHUYO
3HaYMMO BPOJCHO chpaedHo 3aboisiBane (HSCHD), cpaBHsBaio nosiBaTa Ha IbPBUYHU CEPHO3HU
Hexxenanu ceoutust (PSAEs: undexuns, apuTMusi 1 CMBPT) MEXIy Te3H, IPU KOUTO € Ouiia
nposezeHa (1 009), u te3u, npu kouto He e 6una nposeaena (1 009) mpodpunakrika cbe Synagis,
noa0paHy O Bb3pacT, TUI Ha KapJHOJIOTMYHATA JIe3Us U [IpeJu Kopurupaiia omnepauus. Yectorara
Ha aputMusi 1 PSAEs cMBpT € mogoOHa npu Aena, mpyu KOUTO € U He € MPOBeAcHa Npo(rIakTHKa.
Yecrorara Ha PSAEs nundexnuu e mo-Hucka npu Aena, Ipy KOUTO € MpoBeeHa MpopuIakTHKa, B
CpaBHEHHUE C Te3H, IPU KOUTO HE € MpoBeAeHa npodunakTuka. Pesynrarure or npoy4BaHeTo
MOKAa3Bar, Y€ PUCKBT OT CEPHO3HN MH(EKIHNH, CEPHO3HA apUTMHUSI Wi cMBPT 1pH genata ¢ HSCHD,
IIPY KOWUTO € MPOBeieHa NPO(UIaKTHKA ChC Synagis, He ce yBelIMuaBa B CpaBHEHHE C TO3H IIPH JCLa,
IIpY KOUTO He ¢ Onia mpoBexaaHa npouiIakTHKa cbC Synagis.

[Ipoy4Banus, Ipu KOUTO € U3MOI3BAH TCUCH NATNBU3YMA0

[IpoBenenu ca 1Be KIMHUYHY MPOYUBAHUS, 33 Aa CE CPABHAT JUPEKTHO T€UHATA U JIMo(UIM3UpaHaTa
¢dopma Ha nanuBuzymad. B mppBoTO MpoyuBaHe BCHYKH 153 MpexIeBpEMEHHO POACHU KbpMayeTa ca
MOJTYy4WIH ABeTe (OPMH B paziInyHa MOCIEA0BaTeTHOCT. BbB BTopoTo npoyusane 211 u

202 mpexIeBpeMEHHO poieHn OebeTa WM Aela ¢ XpOHUYHHU 0enoapoOHH 3200 sIBaHUS Ca Oy YHIN
CHOTBETHO TEYEH U THOGMIN3UPaH NMaiuBu3ymMad. B 1Be JONBIHUTENHN POYyYBAHHUS TEUHHST
NaJMBU3yMal € M3I0JI3BaH KaTo aKTHBHA KOHTpoda (3 918 nenquarpuyHu naunueHTH), 3a 1a e OLEHH
W3IIUTBAHO MOHOKJIOHAJIHO aHTHUTSJIO 3a MPO(HIaKTHKA HA cepro3Ho RSV 3abonsBane npu
MPEXIEBPEMEHHO POJCHH JIela WK Aela ¢ OpoHxomynMoHaiHa auciuiaszus (BPD) unu
XeMOJMHAMUYHO 3HaYMMO BPOZCHO chpaeyHo 3abonsBane (CHD) (Bxk. mo-moiy 3a moseue
noapoOHOCTH 3a Te3H ABe MpoyuBanus). O0miaTa 4ecToTa U XapakTep Ha HeKeJlaHH ChbOUTHSA,
MPEKBCBAHETO HAa U3MUTBAHOTO JICKAPCTBO IOPATN HEXKEJIAHU CHOUTHA U OPOSIT HA CMBPTHHUTE CIyYau,
CHOOIICHH B T€3W KIMHUYHH U3MIUTBAHUS Ca CXOJHH C T€31, HAOII0AaBaHH 10 BpeMe Ha KIMHUYHU
IporpaMu 3a pazpadoTBaHe Ha THopuiIM3npanara popma. Hima cMbpTHH cityyau, CBbpP3aHH C
NanMBU3yMad U He 0sixa nAeHTUPHUIUpaHu HuKakBu HoBU HJIP B Te3u mpoyusanus.

[IpexneBpeMeHHo poaenu O6edera u Aena ¢ XpOHUUHH 0eoIpoOHH 3a00JsIBaHNs IPH HEAOHOCEHOCT
(CLDP): ToBa nznutBane, nposeaeHo B 347 uenrspa B CeBepHa AMepuka, EBponerickusi cbio3 U

10 npyru ctpanu, u3cieBa NalMeHTH Ha 24-MecedHa Bb3pacT UM no-mManku cs¢ CLDP u
MPEXIEBPEMEHHO POJCHHU MAaLMEHTH (POJCHHU B 35 TecTallMOHHA CEeAMUIIA WM MIO-PaHo), KOUTO ca Ha
6-MecevHa Bb3pacT WIM O-MaJKH [IPU BKIIOUBAHE B IpOy4BaHeTo. [lareHT ¢ XeMoAMHAMUYHO
3HAYMMO BPOJACHO CHPACYHO 3a00JsIBaHE HE Ca BKIIIOYBAHU B TOBA MIPOYUBAHE U Ca M3CIICIBAaHH B
OTZAEJHO NMpOoy4YBaHe. B TOBa M3NUTBaHE MALMEHTUTE Ca PaHIOMU3UPAHH Ja MOJyvYaBaT 5 MeCeUH!
nmkekuun ot 15 mg/kg reuen nanusuzymad (N = 3 300), u3noia3BaH KaTo akTHBHA KOHTPOJIA 3a
M3MHATBaHO MOHOKIIOHAMHO aHTHTsI0 (N = 3 329). [larmentuTe ca mpocieneHu 3a 0€30IMacHOCT U
edukacHocT B npogbrkeHue Ha 150 guu. [leBetaeceT u oceM MPOLEHTa OT BCHUKU HAalMEHTH,
MpreMaIy NATMBU3yMal, 3aBbPIIBAT IPOYUBAHETO U 97% MOTyd4aBaT BCHUKUTE NET MHXKCKIHH.
[IppBruYHaTa KpaliHa TOYKa € yecToTaTa Ha XxocnuTanusanus 3a RSV. Xocnuranuzanus 3a RSV umano
npu 62 ot 3 306 (1,9%) ot manuenTUTe B rpynara Ha naauBu3ymad. HabmogaBaHata yecToTa Ha
xocruTanuzanus 3a RSV npu narnwenty, npueru ¢ nuaraoza CLDP, e 6muna 28/723 (3,9%), a ipu
MalMeHTH, IPUETH ¢ AMarHo3a npexaeBpeMeHHo paxaane 6e3 CLDP, e 6una 34/2 583 (1,3%).

[IpoyuBane npu BpojieHO cbpaeuHo 3a0onsaBaHe (CHD) 2: ToBa nznurtBane, npoBeieHo B 162 nieHTHpa
B CeBepHa AMepuka, EBponelickus cbro3 U 4 Apyru cTpaHM 3a J1Ba ce30oHa Ha RSV, n3cnenpa
MalKUeHTU Ha 24-MecevyHa Bb3PACT WU HO-MAJKU C XEMOAUHAMUYHO 3HAYUMO BPOACHO CHPJACYHO
3abomnsBaHe. B ToBa M3NMHUTBaHE NAIIMEHTUTE Ca PAHJOMU3HPAHH J1a TIOTyYaBaT 5 MECEYHN UHKEKIIUU
ot 15 mg/kg Teuen namuuzymad (N = 612), M3mona3BaHN KaTo aKTHBHA KOHTPOJIA 32 U3IMUTBAHO
MOHOKJIOHATHO aHTUTSIO0 (N = 624). [larmenTure ca cTpaTuUIMpaHu 10 Chp/AeYHA Je3us ([aHo3a
CHPSIMO JIPYTO) U ca Mpocieas IBaHu 3a 0€30MacHOCT U €(PUKACHOCT B MpoAbKeHne Ha 150 nHu.
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JleBermecer u celeM MPOIICHTa OT BCHYKHU YYaCTHHUITH, TPHEMAIIH ITaJuBU3yMa0, 3aBbpIIBaT
npoy4uBaHeTo U 95% moy4aBaT BCHUKUTE T HHXKeKIuH. [IppBruHaTa kpaitHa Touka e 00001eHme
Ha HeXKEIAHNUTE CHOUTHS U CEPUO3HHUTE HEXKETIaHW CHOUTHS, a BTOpUYHATA KpaifHa TO4Ka Oere
yecToTara Ha xocnuranu3anus 3a RSV. UectoraTta Ha xoctmranm3anus 3a RSV e 16 Ha 612 (2,6%) B
rpynara Ha majuBu3ymao.

5.2 ®apmMakoKMHETHMYHHM CBOIicTBA

JInoduimsupana hopma Ha HATUBU3YMAO

B npoyuBanus npu Be3pacTHH JOOPOBOJIH NANUBU3YMad € IpUTexaBall papMaKOKUHETHICH
npodui, CX0AEH ¢ TO3U Ha 4OBEIKOTO g aHTUTSIIO 110 OTHOLICHHE HAa 00eMa Ha pasnpeacsicHue
(cpenno 57 ml/kg) n momyxwuBoTta (cpenHo 18 nuu). B npodunakTHuHN U3NUTBAHKS HA IEIUATPUYHH
MOITyJIAIMK Ha MPEXKICBPEMEHHO POJICHH U HA TAKHBA ¢ OPOHXOITYJIMOHAIIHA TUCTIIa3Hs CPEAHUSIT
MOJYKUBOT Ha ManuBu3ymad e 20 1HHU, a MeCeYHUTE MHTPaMYCKYJIHHU 1034 oT 15 mg/kg mocturat
cpeanu 30-IHEBHM MMUHUMAJIHA CEPYMHH KOHIICHTPALIMH Ha aKTUBHOTO BEILIECTBO OT MPUOTUIUTETHO
40 pg/ml cnex mpPBOTO MHXKEKTUpaHe, NpuoIM3uTenHO 60 pg/ml ciex BTOPOTO HHKEKTHPAHE,
npubnuzurenno 70 pg/ml ciex TPETOTO U YETBHPTOTO MHXKEKTUPaHe. B KIMHUYHOTO W3MUTBaHE PH
Jeta ¢ BpOAEHO ChpACYHO 3a00JsIBaHe, MECEUHH MHTPAMYCKYJIHH 71034 OT 15 mg/kg mocturat cpenHu
30-gHEeBHM MHUHUMAITHA CEPYMHHU KOHLEHTPALUH HAa aKTUBHOTO BEILIECTBO OT MPUOIU3UTETHO

55 pg/ml cnen mbpBOTO MHXKEKTHPaHE U puoim3nuTeaHo 90 pg/ml ciex 4eTBBPTOTO HHKEKTHPAHE.

B 0oTBOpeHO MPOCHEKTUBHO KIMHUYHO U3MUTBAaHE, OLCHABAIIO (papMaKOKMHETUKATA [IPY IPHIIOKEHUE
Ha 15mg/kg nanuBu3ymMO HHTPaMyCKyJTHO BEAHBK MECEUHO 3a 6 Mecela, CpeJHUTE Hali-HUCKU
cepyMHH KoHIeHTpanuu cien 30 nau ca npubmmsurtenHo 40 pg/ml cien mepBara no3a, 120 pg/ml
ciex yeTBbpTara go3a u 140 pg/ml cnex mecrara nosa.

[Tpu 139 mena oT mpoy4BaHETO MPH BPOJCHO ChpACYHO 3a00IsIBaHe, IPUEMAIH TaTUBU3yMao, C
KapInoIlyJIMOHAaJIEH Oaifrac, U 3a KOUTO € MMaJIo Ha Pa3IoJIoKEHUE ChIIOCTABUMU CEPYMHH Ipoowu,
CpeaHaTa cepyMHa KOHLEHTpauus Ha nanuBu3ymad e npubimsutento 100 pg/ml npenu Gaiinaca u
cnagHa g0 npubmuszurenno 40 pg/ml cien Gaitmaca.

Teuna dbopma Ha mAIMBU3YMA0O

dapmakokuHeTHKaTa 1 0€30MIaCHOCTTA Ha TeuHaTa U Tnouin3npaHara opMa Ha MaTuBU3yMao,
cien 15 ml/kg MHTpaMyCKyITHO IPUIIOKEHUE, ca CPAaBHEHU B €THO KPHCTOCAHO M3MUTBAHE HA

153 xppMaueTa Ha 6-MeceYHa Bh3pacT WIH MO-MAJIKH C aHaMHEe3a 3a MPEXISBPEMEHHO paKaaHe
(pomenu B 35-Ta recTaliMoOHHa CEIMHUIIA WM ITO-paHo). Pe3ynratuTe oT ToBa M3NUTBaHE NIOKA3BAT, Ue
MUHUMAJTHATE CEPYMHHU KOHIICHTPAIUY Ha MaIuBU3yMal ca CXOIHHM MEXIy TeUHaTa u
muodunu3upanata popMa 1 € IokazaHa OMOSKBUBAICHTHOCTTA Ha TeUHATA U THO(UIH3UpaHaTa

¢dopma.

5.3 IlpeaxkIuMHUYHM JAHHU 32 0€30IIACHOCT

TOKCHUKOIOTHYHY IPOYUYBAHHUS C €AMHUYHA J103a Ca MIPOBEICHH MIPU ABJITOOMAIIATH MaKaIll
(makcumarHa no3a 30 mg/kg), 3aiiu (MakcumanHa 1o3a 50 mg/kg) u mIbxoBe (MakCHMaTHA 1032
840 mg/kg). He ca nabmonaBanu 3Ha4UMH HAXOJKH.

[IpoBenenuTe npoyyuBaHUs PY TPU3aYH HE MOKA3BAT JAHHU 32 MIOBHUILIABAHE HA PEIUIMKALMTA HA
RSV nnm va uanynupanara ot RSV naronorus, unu Ha reHepupaHe Ha MyTaHTHH BUPYCH B
MPUCHCTBUETO HA MAJIUBU3YMal MpH N30paHUTE EKCIIEPUMEHTAIHHN YCIIOBHSL.

6. DPAPMALIEBTUYHHU JAHHHU

6.1 Chnucbk HAa NIOMOIIHHUTE BelleCTBA

XUCTUIUH



J 050007054
Bona 3a umxexiuu

6.2 HecbBmMecTHMOCTH

To3u nexkapcTBeH MPOAYKT He TPsiOBa 1a ce CMecBa C APYTH JEKapCTBEHHU MPOAYKTH.

6.3 Cpok Ha rogHocT

3 roguHU

6.4 CroennaJHu ycJIOBHSI 32 CbXpPaHEeHHe

Ja ce cpxpansBa B xmagmiHuk (2°C mo 8°C).

Jla He ce 3ampa3siBa.

@DakoHBT Ja ce ChXpaHsiBa B KAPTOHEHATa OMAKOBKa, 32 Ja C€ MPEANa3Ht OT CBETINHA.

6.5 Buau cbabp:KaHMe HA OIAKOBKATA

®dnakoHu 3a egHOKpaTHA yrorpeba: 3 ml ¢pruakoH oT mpo3pauHo, OE3LUBETHO CTHKIIO TUI | ChC
XJIOpOOYTHIIOBA 3alyIIajKa U OTUyNBalla ce 00kaTka, chabpxam win 0,5 ml, nnn 1 ml nHXeKIHMoOHeH
pasTBop.

CpabppkaHre Ha €Ha OIaKOBKaA.

6.6 CrennaJHu NpeANa3Hu MEPKH NPH U3XBBPJsiHe U padoTa

[IponykTsT na He ce pazpexa.

®1aKOHBT Ja HE CC pas3KJialia.

®nakonute ot 0,5 ml, kakTo 1 0T 1 Ml CHABPIKAT U3MUILIBK, 32 A2 CE MO3BOJIM U3TECTJIIHETO ChOTBETHO
Ha 50 mg nnm 100 mg.

3a Ja IPUIIOKUTC, OTCTPAHCTC YaCT OT KarlaykaTra Ha (I)J'IaKOHa 1 MOYUCTCTC T'yYMCHATA 3allylIajika CbC
70% eTaHON WM 3aMECTHTEI. B’LBe,Z[eTe urijara BbB q)HaKOHa Y U3TETIIETE ChOTBETHUSA 00EM OT

pasTBopa.

I/IH)KGKLU/IOHHI/I?IT pPa3sTBOp HaJ'II/IBI/IBYMa6 HC CbAbPIKA KOHCCPBAHT, IIPCIHA3HAYCH € 3a CAHOKpPATHA
yHOTpeGa n TpH6Ba Ja 6’[;,[[6 IMPWJIOKCH BEAHAra CJIC U3TCITIAHCTO Ha 103aTa B CIIpUHIIOBKATA.

HewsmnomsBanusr JekapcTBEH MPOIYKT WK OTIAIFYHATE MaTEPHATH OT HETO TPSOBA /1a C€ U3XBBPIIAT
B CbOTBETCTBUE C MECTHUTE U3UCKBAHUS.

7. IMNPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

AstraZeneca AB

SE-151 85 Sodertilje

IBsernms

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/99/117/003
EU/1/99/117/004



9. JATA HA ITBPBO PAZPEITABAHE/TIO/JTHOBSIBAHE HA PASPEHLIEHUETO 3A
YIOTPEBA

Jara Ha mepBO paspemasane: 13 aBryct 1999 r.
Jata Ha mocieano nogHoBsBaune: 27 tonau 2009 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

[MonpoOHa nH(OpMAaITUs 32 TO3H JEKapCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcaliTa Ha EBporetickara
areHIus 110 JiekapcTeara: http:/ www.ema.europa.eu.
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A. TTPOU3BOJUTEJI(M), OTTOBOPEH(HMH) 3A OCBOBOXJIABAHE HA
MHAPTU AN

b. YCJOBUA NJIK OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
B. JIPYI' YCJIOBUSA U U3NCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA

I'. YCJI0BUS NN OTPAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHMUSA ITPOAYKT



A. TTPOU3BOIUTEJI(M) HA BUOJIOI'NMYHO AKTUBHOTOMTE) BEIIECTBO(A) 1
MMPOU3BOJUTEJI(N), OTTOBOPEH(HHN) 3A OCBOBOKIABAHE HA ITAPTUIN

HmMe u anpec Ha npousBoaurensa(nTe) Ha OMOJOTMYHO aKTUBHOTO(UTE) BemnecTBo(a)

Boehringer Ingelheim Pharma KG
D-88397 Biberach an der Riss
I'epmanus

AstraZeneca Pharmaceuticals Limited Partnership (AZPLP)
660 MedImmune Court / 633 Research Court, Frederick, Maryland
CAIll

HmMe u anpec Ha npousBoguTensa(ure), OTTOBOPEH(HU) 32 OCBOOOXKIaBaHE HA HAPTUIUTE

AbbVie S.r.1.
04011 Campoverde di Aprilia (LT)
Wranus

b. YCJIOBHUA NWJIHN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

HCKapCTBeHI/IﬂT MNPOAYKT CC OTITYCKa 110 JICKAPCKO MPCANMNCAHNUC

B. JAPYI'N YCJIOBUA N U3NCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJu3upanm gqokJjaaau 3a 6esonacuoct (ITAJIB)

WznckBanusra 3a nonasane Ha [IAJIb 3a TO3u mpoAyKT ca HOCOYEHHU B CITUCHKA C peepeHTHHUTE NaTH
Ha EBponeiickus cpio3 (EURD cnncsbk), npensuzeH B wi. 1078, ai.

7 ot dupexrusa 2001/83/EO, 1 BbB BCUUKH CJCABAILY aKTyaIH3aluH, MyOJIMKyBaHN Ha €BPOIICHCKUS
yeOnopTai 3a JeKapcTBa.

r. YciaoBusi HJiM OTPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA TPOAYKT

. IInan 3a ynpasiaenue Ha pucka (ITYP)

[IputexaTensat Ha paspemieHneTo 3a ynorpeda (IIPY) TpsOBa ga u3BbpIIBa U3UCKBAHUTE JEHHOCTH U
JeUCTBHS, CBBP3aHHU C MIPOCIICASIBAHE Ha JIEKapCcTBEHAaTa 0€30MacHoOCT, HocoYeHu B ogo0penus [1YP,
npencraBed B Moayi 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo ¥ BbB BCHUKH CJICABALIHN 0JI00pEeHH
akTyanu3anuu Ha [TYP.

Axkrtyanusupat [IYP tpa6Ba na ce mopasa:

e 110 HCKaHe Ha EBpormelickara areHIus 1o JIeKkapcTBara;

e BUHAry, KOraTo ce U3MEHs CUCTEeMara 3a yIpaBjIeHHE Ha pHCKa, 0COOCHO B pe3yiTaT Ha
MoJy4aBaHe Ha HOBA MH(pOpMaLKs, KOATO MOXKeE /1a AOBeJE 10 3HAYMMHU IPOMEHHU B
CHOTHOILCHUETO T0JI3a/PHUCK, WK CIIe] IOCTUTaHe Ha BayKeH eTarl (BbB BPB3Ka C MPOCIeIsBaHe
Ha JIeKapcTBeHaTa 0e30MaCHOCT MIIM CBEXIAHE Ha PUCKA 10 MUHUMYM).



MNPUJIOXKEHMUE II1

JAHHHU BbPXY OITAKOBKATA U JINCTOBKA



A. JAHHH BBPXY OITAKOBKATA



JAHHHU, KOUTO TPABBAJIA CBbABPKA BTOPUYHATA OITAKOBKA

®uakon 0,5 ml BbHIIHA KAPTOHEHA KYTHS

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Synagis 50 mg/0,5 ml HHXEeKIOHEH Pa3TBOP
NaJINBU3yMal

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIIECTBO(A)

Bceeku ¢unakon 0,5 ml ceappxa 50 mg nanusuzymad. Konnentpanus 100 mg/ml nHxeKIMOHEH
pasTBOD.

‘ 3. CIIMCBK HA TIOMOIITHUTE BEHIECTBA

C’L,I[’Lp)Ka CbIIO: XUCTHUIWH U I''TMIIMH U BOJa 3a HHXKCKIIMH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmxekunoHeH pa3TBop
50 mg/0,5 ml

‘ 5. HAYMH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEK/IAHE

[Ipeau ynorpeba npouereTe IMCTOBKATA.
He pasknamaiire.

WHaTpamMycKyIHO NPHUIIOKEHHE.

dnakoH 3a eJHOKpaTHA yIoTpeoa.

6. CIIEIUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT HOTJIEJA U TOCET'A HA IEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACHA.

‘ 7. JAPYT'U CIIENUMAJIHU NIPEAYHNPEXJAEHHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA 'OJHOCT

TI'omen no:

9. CIIEHUAJIHHA YCJIOBUA HA CbXPAHEHUE




[la ce cbXpaHsiBa B XJIaJUJIHHK.
a He ce 3ampa3sBa.
OnakoHBT Aa ce ChXpaHsABa B KAPTOHEHATa OIMAKOBKa, 3a Jia Ce Mpeanasy OT CBETINHA.

10. CHEHOUWAJIHA NPEAINTAZHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AJPEC HA ITIPUTEXATEJISAA HA PASPEIIIEHUETO 3A YIIOTPEBA

AstraZeneca AB
SE-151 85 Sodertilje
IBernms

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/99/117/003

13. TTAPTHIEH HOMEP

[TapTugen No

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHWUI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto e ocHOBaHKE A2 HE ce BKIOUM HH(popManys Ha bpaiinosa a30yka.

‘ 17. YHHUKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mMepeH 0apKoA ¢ BKIIOYEH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHMKAJIEH WIJEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN



JAHHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

®uaxon 1,0 ml BbHIIHA KAPTOHEHA KYTHS

1.

NME HA JIEKAPCTBEHUA NPOAYKT

Synagis 100 mg/1 ml nHkekunoHeH pa3TBoOp
MaJMBU3yMa0

| 2.

OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceeku ¢nakon 1 ml ceappka 100 mg nanuBusymad. Konnenrpauus 100 mg/ml nHxekuoHeH
pasTBOD.

3.

CIIMCBK HA TIOMOIITHUTE BEHIECTBA

C’L,I[’Lp)Ka CbIIO: XUCTUAWH, TTIMIIUH U BOJa 3a MHXXCKIMH.

| 4.

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WHxexmoHeH pa3TBop
100 mg/1 ml

5.

HAYMH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEK/IAHE

[Ipeau ynorpeba npouereTe IMCTOBKATA.
He pasknamaiire.

WHTpamMycKyIHO PUIOKEHHE.

dnakoH 3a eJHOKpaTHA yIoTpeoa.

6.

CIIEIUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSACTO JAJIEYE OT ITIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACHA.

‘ 7. JAPYI'N CHEHNUAJIHU NPEAYIIPEXKJIEHUA, AKO E HEOBXOANMO
‘ 8. JATA HA U3STNHNYAHE HA CPOKA HA TOJHOCT
TI'omen no:

9.

CIIEHUAJIHHM YCJIOBUA HA CbXPAHEHUE

I{a Ce CbXpaHsABa B XJIaAUW/THHK.




a He ce 3ampassiBa.
OnakoHBT Aa ce ChXpaHsABa B KAPTOHEHATa OIMAKOBKa, 3a Jia Ce Mpeanasyt OT CBETINHA.

10. CHEHOUAJIHA NPEAINTAZHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AAPEC HA ITIPUTEKATEJIA HA PASPEIIIEHUETO 3A YIIOTPEBA

AstraZeneca AB
SE-151 85 Sodertilje
IBsernns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/99/117/004

13. TTAPTHIEH HOMEP

[TapTugen No

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHWUI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto e ocHOBaHUE Ja HE ce BKIIOYM HH(popManus Ha bpaiinosa a30yka.

‘ 17. YHHMKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mMepeH 0apKoA ¢ BKIIOYEH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHMKAJIEH WIEHTUOPUKATOP — JTAHHHU 3A YETEHE OT XOPA
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MUHHMMYM JAHHH, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EAJUVHNYHHU
I'bPBUYHU OITAKOBKH

Etuxer na ¢guiaxon 0,5 ml

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Synagis 50 mg/0,5 ml HHXEeKIIOHEH Pa3TBOP
MaJINBU3yMal
Lm.

2. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

AstraZeneca

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

100 mg/ml

6. JIPYTO
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MHUHHMUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHNYHHU
I'bPBUYHU OITAKOBKH

Etuxer nHa ¢uaxon 1,0 ml

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Synagis 100 mg/1 ml nmkekunoHeH pa3TBoOp
MaJMBU3yMal
Lm.

2. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

AstraZeneca

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. MHHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

100 mg/ml

6. JIPYTO
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Bb. JUCTOBKA
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JIncroBka: nHGopManus 3a MOTPeOUTEIs

Synagis 50 mg/0,5 ml nHkeKINOHEH Pa3TBOP
Synagis 100 mg/1 ml nH:KeKIIHOHEH Pa3TBOP
AKTHBHO BelIecTBO: manuBu3zymad (palivizumab)

IIpoyeTreTe BHUMATEIHO LSAJIATA JUCTOBKA MPEJAN TOBA JEeKAPCTBO Aa Ob/e NMPUJIOKEHO Ha
Bamero nere, Thil KaTO T ChAbPAka BaxkHAa MHpopManus 3a Bac n Bamero nere.

- 3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJOXkH J1a s IPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBU AOMBIHUTEIIHH BBIIPOCH, HoNUTainTe Bammus nexap nnn gpapmanesT.

- AKO HAKOS OT HEKEJTaHUTE PEaKLUH ce 3aIbJI00UN HITH ako 3alenexure, ye Bamiero nere e
Pa3BHIIO HEKETIaHA PEAKIIMS, KOSATO HE € ONMCaHa B Ta3M JUCTOBKA, yBegoMeTe Bamms nekap
unu papmaneBT. Bikre Touka 4.

KakBo chabp:ka Ta3H JUCTOBKA

Kakso npencrasnsBa Synagis ¥ 3a KakBO ce U3I0JI3Ba

Kakso tpsi0Ba na 3Haere, npeau Synagis aa Obae npuiiokeH Ha Bamero nere
Kak e 6bae npunaran Synagis Ha MOETO JeTe

BBb3MOoxkHM HEXenaH! peakun

Kak na cexpansiBare Synagis

ChbabppxaHue Ha ONAaKOBKATa M JOIBIHUTENIHA HH(POPMALIUS

AN

1. Kakso npeacraBiasBa Synagis U 3a KaKBo ce H3110JI3Ba

Synagis chabpxKa aKTHBHOTO BEILIECTBO MAIMBU3YyMa0d, KOETO € aHTUTSIIO, AEHCTBAIIO crieu(pUIHO
Cpelly pecupaTopeH CHHIUTHANEH BUpyc, (PCB).

Barrero nere e n310)keHO Ha MMOBHIIECH PUCK OT 3a00JIsIBaHUA, IPUUMHIBAHU OT PECTIMPATOPHHUS
cunuuTHajieH Bupyc (PCB).

HenaTa ¢ Haii-rosiMa BEPOSITHOCT J1a pa3BUAT TEXKKH 3a00sBaHmsL, npean3Bukanu oT PCB (neua c
BHCOK PHCK) ca IPeXJeBpEMEHHO poaeHH 6ebeTa (35-Ta ceaMuna nin no-paHo) uiu o6edera, poaeHu
C ONpe/CIICHU ChPACYHH WK 0e10ApOOHN TPOOIEeMH.

Synagis e jekapcTBO, KOETO [oMara 3a rnpeana3Baie Ha JeTeTo Bu oT pa3BUTHE HA TEKKU
3a0ossiBanus, npeausBukany ot PCB.

2. Kakso TpsdBa 1a 3Haete, npeau Aa Obae NpuJIokeH Synagis Ha Bamero gere

Ha Bamero nere He TpsiOBa 1a ce npujara Synagis
AKO TO € aNepruvHo KbM MATUBU3YMa0 UM KbM HSAKOS OT OCTAHAIUTE ChCTABKH Ha TOBA JIEKAPCTBO
(m30poeHu B TouKa 6). [[pu3HAIINTE U CUMIITOMUTE 32 TEXKA ajJepruyHa peaKius BKIIOYBAT:

- TEXBbK OOpUB, KONPUBHA TPECKA MU ChPOEK

- OTOK Ha YCTHHUTE, €3UKa WM JIULETO

- CTSTaHe B I'bPIIOTO, 3aTPYJHEHO MPErIbIlaHe

- 3aTpyAHEHO, ObP30 WK HEPABHOMEPHO JUIIAHE

- CHHKAB LBAT HA KOXKaTa, YCTHUTE WX MO HOKTUTE
- MYCKYJIHA cIa00CT UM BSIJIOCT

- crajaHe Ha KPbBHOTO HAJATaHE

- JIUIICA HA PEeaKLUs

23



IIpeaynpesxnieHus: u npeana3Hu MepKu
OObpHeTe crienuanTHo BHUMaHKUE IPH JICYUEHHETO Cbe Synagis

- ako geteTo Bu He ce uyBcTBa 1006pe. Mons, yBemoMete Bamnust nekap, ako jgereto Bu He ce
4yBCTBA JI00pE, 3a J1a Ce OTIIOXKHU MPUJIAraHeTo Ha Synagis.

- aKo JieTeTo Bu nMa HAKaKBH HApyIICHUS B KPBBOCHCUPBAHETO, Thil KaTO Synagis ce HHKEKTHpa
0OMKHOBEHO B O€pOoTO.

JApyru nexapcrBa u Synagis

Hsma nannm 3a B3auMogieiicTBueTo Ha Synagis ¢ Apyru jekapcra. HezaBucumo ot ToBa, mpenu na
3aloyHe MPUIOKEHUETo Ha Synagis, Bue Tpsa0Ba na nndopmupare jiekaps 3a BCHUKHU JIEKapCTBa,
KOHUTO Aerero Bu mpuema.

3. Kak me 0bae npuiiaran Synagis Ha MoeTo JeTe

Koaxo uecmo Synagis we ce npunaea na moemo doeme?

Synagis TpsiOBa n1a ce mpuiiara Ha aereto Bu B no3a 15 mg/kg TenecHo Tersno BeAHBK MECEUHO
JOTOTaBa, IOKAaTo ChIecTBYBa puck oT nHdpekuus ¢ PCB. 3a Haif-no0pa 3ammura Ha netero Bu e
HEOOXOIUMO J1a 3aIIOMHUTE ChBETA Ha JIEKapsl KOTa /1a IOHeTe OTHOBO 3a JAOIBIHUTEIHO TOCTaBSIHE
Ha Synagis.

Ako Ha Baieto nete TpsOBa na 0b1e HanpaBeHa oNepalysl Ha ChpLETO (ChbpAeUeH Oainac), Moxe 1a
My ObJie HOCTaBeHa IOMBJIHUTENHA 1032 Synagis ciel onepauusiTta. Cieq ToBa AETETO e ce BbPHE
KBbM IIpeiy TOBA IUIaHyBaHATa CXeMa Ha MpHJIarate.

Kax we ce npunaea Synagis na dememo mu?
Synagis ce mpuara upe3 HHXEKLHUS B MyCKYJl, OOMKHOBEHO OT BBHIIIHATA CTpaHa Ha OeapoTo.

Kaxeo mpabea da nanpasume, axo dememo Bu nponyche eona unscexkyus Synagis?

Ako nereto Bu nponycHe enHa nHXKeKUus, TpAOBa a ce 00aguTe Ha JeKaps B Ha-KpaThK CPOK.
Besika nmkeknust Synagis Moxke Aa npeanasu neteto Bu 3a okono eanH mMecel, 10 HE0OOX0AUMOCTTa
OT cJie/IBaIllaTa HHKEKLIHU.

Bunaru usznosnsBaiiTe ToBa I€KapcTBO TOYHO KakTo Bu e kazan BammusT nexap win papmareBT. AKo
HE CTE CUTYPHH KakK TO3M IIPOAYKT LIe ce Mpuiara Ha BameTo nete, nonuraiite Bammus nexap wim
(dapmarnesT.

4. BB3MOKHN HexkeTaHU peaKkIuu

Kakro Bcnuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAN3BHUKA HCIKCIIaHU PCAKIIUU, BBIIPCKU Y€ HC
BCCKH T' [TIO0JTy4aBa.

Synagis mModrce 0a npUNUHY TENCKU HeXHCeNaHU PeaKyull, GKII0UUTNENHO:

. TEXKH aNEepPrUUHH PEaKrH, Te3U PEaKuy MOTaT J1a ObJIaT KUBOTO3aCTpAILABAILN HITH
¢aranau (Buxre ,,Ha Bamero gere ne TpsidBa na ce npuiiara Synagis® 3a CHCBKa C
MPU3HALM U CHMIITOMH).

. HEOOMYaHN CHHUHM WM TPYIH OT MaJIKi Y€pBEHH METHHIA M0 KOXKaTa.

Axo Bamrero JACTC MMOJIYYU HAKOA OT CCPUO3HUTEC HCIKCIIAHU PCAKIINUHU, I/I36p06HI/I Imo-rope, CJiaca KaTo €

IMPUCIIO KAKBATO U 1a € 1034 Synagis, He3a0aBHO ce CBBPIKECTC C Bamms JICKap WU MOTHBPCCTE
MEIUIIMHCKA ITIOMOIII.
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JonmbJIHATETHN HeXKeJAHN PeaKInu

MHoro vectu (3acsrat Haii-manko 1 Ha 10 manueHTH):
. 00puB

. BHCOKAa TeMIIepaTypa

UYecrtu (3acarar ot 1 go 10 va 100 manueHTH):
. 0oJKa, 3auepBsIBaHE M OTOK Ha MSCTOTO HAa MH)KEKTUPaHEe
. KpaTKOTpailHO CIiMpaHe Ha JUIIAaHEeTO WM IPYTHU 3aTPYJHEHUS B TUIIAHETO

Heuecrtu (3acsrat mo-manko ot 1 Ha 100 marnuenTn):
. MIPUITATBIH
. KOIIPUBHA TpecKa

CpolmaBane Ha He)KeJAHH PeAKIHH

Axo ACTETO Bu MOJIYYH HAKAKBU HCKCIJIAHU JICKAPCTBCHU pCAKIINU, YBCAOMCTC Bamms JICKap. Toga
BKJIFOYUBAa BCUYKH Bb3MOXHH HCOIMMUCAHU B TA3U JIMCTOBKA HCKCIIAHU PCKALlUU. MoxeTte ChIIO Aa
C’BO6H.II/IT€ 3a HOXKCJIAaHU pC€aKIIMU JUPEKTHO YPE€3 HallHOHAITHATA CUCTEMA 3a C'BO6I]_[3B3H€, IIOCOYCHA B
H[)I/IJ'IO)KCHI/IC V. Karo C’BO6H_[aBaTe HCXKCJIaHU pCaKIIUU, MOXKETC Aa AaACTC CBOA IIPHUHOC 34
MOJIy4aBaHC Ha MOBCUC I/IH(i)OpMaI_II/IH OTHOCHO 0€30IacHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate Synagis
Jla ce cbXpaHsiBa Ha MsICTO, HEAOCTHITHO 3a Jela.

He usnomnspaiite ToBa JICKApCTBO CJICA CPpOKa HA TOAHOCT, oTOeNsA3aH BBPXY OIIAKOBKATa CJICq ,,FO}IGH
I[OZ“. CpOK’BT Ha TOAHOCT OTroBaps Ha MOCJICAHNA JCH OT IMMOCOYCHU MCCCILI.

Ja ce cpxpansBa B xiagunHuk (2 °C mo 8 °C)
Jla He ce 3ampa3sBa.
dnakoHBT Ja ce ChbXpaHsiBa B KAPTOHEHATa OMAaKOBKa, 3a Ja Ce MPEAIAa3u OT CBETIHHA.

6. ChabpikaHHe HA OIAKOBKATA M JONNBJIHUTEIHA HH(pOpManms
KakBo cbabp:xa Synagis

- AKTUBHOTO BelIecTBO € nanuBu3ymad. Enun ml Synagis nH)XeKIMOHEH pa3TBOp ChIbPIKa
100 mg nanuBuzymao.

- Bceku ¢uakon ot 0,5 ml ceappka 50 mg nanususymad.

- Bceeku ¢nakon ot 1 ml ceapprka 100 mg nanususymad.

- Jlpyrurte ChCTaBKH Ca XUCTUAWH, TIUIMH U BOJA 32 HHKCKLIUH.

Kak n3rue:xxga Synagis 1 KakBO CbIbPika OIIAKOBKaTAa

Synagis WHXEKIIMOHEH pa3TBOP € OUCThP WIIX JIEKO OTAJIECIIEHTEH Pa3TBOP M Ce Ipejyiara BbB
¢naxonu wim ot 0,5 ml, umu ot 1 ml
OmnaxkoBka 110 1.

IIpuTeskaTes HA pa3pelieHUETO 32 ynoTpeda
AstraZeneca AB

SE-151 85 Sodertilje

IBenms
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IIponsBoguTen

AbbVie S.r.1.

04011 Campoverde di Aprilia (LT)
Uranus

3a JOIIBJIHUTCIIHA I/IH(l)OpMa]_II/ISI OTHOCHO TOBa JICKApCTBO, MOJIs, CBBPKCTC CC C JIOKATHUA
MNPEACTABUTCII HA MPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien
AstraZeneca S.A./N.V.
Tel: +322 37048 11

Bbarapus
Acrtpa3eneka boarapus EOO/]

Ten.: +359 2 44 55 000

Ceska republika

AstraZeneca Czech Republic s.r.0
Tel: +420 222 807 111

Danmark

AstraZeneca A/S
TIf: +45 43 66 64 62

Deutschland
AstraZeneca GmbH
Tel: +49 40 809034100

Eesti
AstraZeneca
Tel: +372 6549 600

EALGoa
AstraZeneca A.E.
TnA: +30 2 106871500

Espaiia

AstraZeneca Farmacéutica Spain, S.A.
Tel: +34 91 301 91 00

France

AstraZeneca
Tél: +33 141 29 40 00

Hrvatska
AstraZeneca d.o.o.
Tel: +385 1 4628 000

Ireland

AstraZeneca Pharmaceuticals (Ireland) DAC
Tel: +353 1609 7100

Island
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Lietuva
UAB AstraZeneca Lietuva
Tel: +370 5 2660550

Luxembourg/Luxemburg

AstraZeneca S.A./N.V.
Tél/Tel: 432237048 11

Magyarorszag
AstraZeneca Kft.
Tel.: +36 1 883 6500

Malta

Associated Drug Co. Ltd
Tel: +356 2277 8000

Nederland
AstraZeneca BV
Tel: +31 85 808 9900

Norge
AstraZeneca AS
TIf: +47 21 00 64 00

Osterreich
AstraZeneca Osterreich GmbH
Tel: +43 1711310

Polska

AstraZeneca Pharma Poland Sp. z o.0.
Tel.: +48 22 245 73 00

Portugal

AstraZeneca Produtos Farmacéuticos, Lda.
Tel: +351 21 434 61 00

Romania
AstraZeneca Pharma SRL
Tel: +40 21 317 60 41

Slovenija
AstraZeneca UK Limited

Tel: +386 1 51 35 600

Slovenska republika



Vistor hf.
Simi: +354 535 7000

Italia

AstraZeneca S.p.A.
Tel: +39 02 00704500

Kvnpog
Aréktop Qappokeutiky Atd
TnA: +357 22490305

Latvija
SIA AstraZeneca Latvija
Tel: +371 67377100

AstraZeneca AB, 0.z.
Tel: +421 2 5737 7777

Suomi/Finland

AstraZeneca Oy
Puh/Tel: +358 1023 010

Sverige
AstraZeneca AB
Tel: +46 8 553 26 000

United Kingdom (Northern Ireland)
AstraZeneca UK Ltd
Tel: +44 1582 836 836

IlaTa Ha MOCJECAHO MpepasrjaekaaHe Ha JUCTOBKaTa

Honp06Ha I/IH(i)OpMaLU/ISI 3a TOBA JICKAPCTBO € MPEAOCTABCHA HA ye6ca171Ta Ha EBpOHeﬁCKaTa arcHus

IO JIeKapcTBata http://www.ema.europa.eu
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[Tocouenara no-noiy nHGoOpManys € MpeJHa3HaueHa caMo 32 MEIULIMHCKH CIICLIHAIHCTH:
HNHcTpykuuu 3a npuroTsBsiHe

3a Ja Cce HO,Z[O6pI/I npocJICANMOCTTA Ha OHOJIOTUYHUTE JICKApCTBCHU IMMPOAYKTHU, UMCTO U MMAPTUIAHUAT
HOMCP Ha IMPUJIOKCHUSA IPOAYKT TpSI6Ba SICHO Ja CC 3aI1rcCBar.

[NanuBu3ymab He TpsiOBa 1a ce cMecBa ¢ KAKBUTO U J1a € IPYId JIEKapCTBEHH MPOAYKTH WIN
pa3TBOpPUTENH.

Kakro ¢makonst ot 0,5 ml, Taka u ¢pnakoHbT OT 1 ml chABPKAT U3NUIIBK, 32 Ja CE TIO3BOJIU
n3reryigHeTo Ha 50 mg mnu 100 mg chOTBETHO.

He pa3zpesxnaiiTe npoaykra.
He pasknamaiite giakona.

3a Ja IPUIIOKUTEC, OTCTPAHCTC YaCT OT KarlaykaTa Ha (I)J'IaKOHa 1 MOYUCTCTC T'yYMCHATA 3allylIajika CbC
70% eTaHON WM 3aMECTHTEI. BKapaf;ITe urjara BbB (l)J'IaKOHa 1 U3TCIJICTC B CIIPUHIIOBKATa
CHOTBETHHS 00EM OT pa3TBoOpa. I/IH)KeKI_II/IOHHI/IHT pa3TBOpP HaJ'II/IBI/I3YMa6 HC CbAbpiKa KOHCCPBAHT,
MNpEAHA3HAUCH € 3a CTHOKpaTHa yHOTpe6a u Tpﬂ6Ba Ja 6’[),[[6 IMMPUJIOKCH B€AHAra CJICa U3TCTIIAHCTO Ha
A03aTa B CIIPUHIIOBKATA.

Heusnon3panusr JICKAPCTBCH NMPOAYKT WJIN OTHAABYHUTC MATCPUATIN OT HECTO Tp$[6Ba Aa CC U3XBBPJAT
B CHbOTBCTCTBUC C MCCTHUTC U3UCKBAHMA.

HaJ'II/IBI/I3YMa6 CC Ipujara BEAHBXK MCCCYHO, UHTPAMYCKYJIHO, 3a IPCANNOYNUTAHE B IIPCAHO-
CTpaHNYHATa 4aCT Ha 6e£[pOTO. CC,I[aJ'II/II]_[HI/IHT MYCKYJII HC TpH6Ba Ja CC U3MN0JI3Ba pPyTUHHO 3a
HWHIKCKTHUPAHC ITOpaid PUCK OT YBPCIKAAHC HAa CCAATTUIIHUA HCPB. I/IH)KGKLII/ISITB, CC IIOCTaBA I10
CTaHJAapTHAa, aCCITUYHA TCXHHUKA. I/IH)KGKI_[I/II/I ¢ obem Hal 1 ml TpH6Ba Ja CC NOCTAaBAT Pa3ACJICHU Ha
HAKOJIKO JO3HU.

Korato ce npunara nanususymad 100 mg/1 ml, o6embT nanususymab (13paseH B ml) na ce nmpuiara
Ha €JHOMECEYHU MHTEPBAIN = [Tera0To Ha nauueHTta B kg] ymaoxeno mno 0,15.

Hanpumep 3a 6e6e ¢ TenecHo Terno 3 kg nzuncnenuero uie 0bae

(3x0,15) ml = 0,45 ml manuBu3ymab Ha Mecel.
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