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JincToBKa 3a NauneHTa

Yeakaemu Poguteni,

Morns, npoYeTeTe BHUMATENHO Ta3u NUCTOBKa, 3allloTO TA ChabpXa BaxkHa UHthopMaLua 3a Bac un
Ballleto gete.

- 3anaszeTte nUcToBKaTa. Moxe fja ce HanoXu ga s npoJyeTeTe OTHOBO.

- AKO yuMaTe JONMbLNHWTENHK BBNPOCH, Monsg nonutanTe Bawmva nekap unv hapmauesT.

- Toea nekapcTBO € NpeanucaHo Ha Baweto gete u He Tpsabba Aa ro gasate Ha gpyru. To
MOXe Oa UM HaBpeau AOPW, aKo TeXHWTE CUMMTOMK Ca CbLUMTE KaTo Ha Te3u Ha BaweTto
Herte.

B Tasu QucTOoBKA e HaMepuTe:
1. Kaxso e CuHaruc 1 3a Kakso ce M3nonssa?

2. Mpepyn aa Gbae HasHaueH CuHarue Ha Baweto fete?
3. Kak we 6b4e npunarad CuHarme Ha MoeTo aete?

4. Bb3MOXHW HEENaHK peaxkuii

5. Cobxparenue Ha CuHaric

6. JonmbnHutenHa nHpopMauLms

Synagis 50 mg / CuHaruc 50 mg
Mpax 1 pasTEOpUTEsN 3a KWHXEKLMOHEH Pa3Teop
palivizumab

AKTUBHOTO BetuecTBo e palivizumab.
JpyruTe cbCTaBky ¢a XUCTUAMH, FIULVH N MaHWUTO.

(MpuTexartens Ha paspelurTesnHoTo 3a ynoTpeda e Abbott Laboratories Ltd., Queenborough, Kent
ME11 5EL, United Kingdom.

MpoussoautensT e Abbott S.p.A., 04010 Campoverde di Aprilia, Italy.

1. KakBo e CuHaruc v 2a Kakso ce uanosissa?
NEKAPCTBEHA $OPMA
Cunaric ce Npeanara kaTo npax v pa3TeopuTen 33 MHXEKLMOHEH Pa3TBop.

SAPMAKOTEPANEBTUMHA TPYTIA

CuHaruc npyHaanexy KbM rpyna fiekapeTsa ¢ HassaHue rmyHornobynuHu. AKTMBHOTO BEliecTBo Ha
Cuxaruc e palivizumab, koeTo e MOHOKMOHanHO aHTWUTANO. AHTUTENaTa Ca NPOTeUHW, KOMTO
npefnassat oT UHhekumn, Palivizumab e n3kycTBeHO MOHOKNOHANHO aHTUTSNG, KOeTo ASCTBa camo
Ha eAvH BUPYC, Hape4eH pecnupaTtopeH cuHUuTUaneH supyc. lipegnara ce B onaxkosKa OT eguH
thnakoH ot 50 mg palivizumab 1 eaHa amnyna ¢ BoAa 3a WHXeKUMK.

TMOKA3AHNA

BallleTo AeTe € W3FIOKEHO Ha MOBMLUEH pUCK OT 3abonsRaHus, NPUYUHABAHU OT PecnpaTopHuA
cuHumTHaneH supyc RSV. 3abonasaHuaTta ot RSV 061MKHOBEHO HACTLNBAT NPe3 3UMHUTE U paHHUTe
nponeTHY Mecely. BupychT moxe fia npeausBuka CepruosHi nHpekuuy Ha Benva apob Ha Baweto
AeTe, KOeTo Aa foBefe A0 HEeroBoTO/HeWHOTO xocnutanusupaHe. CuHarc € fiekapcTeo, KOeTo
rioMara 3a npegnassase Ha geteTo By oT passuTve Ha Texxku sabonseaxvs, NpeaussnkaHy ot RSV.

2. MNpenu Aa 60e HasHaveH CuHaruc Ha Bawerto gete?
JETETO BY HE TPSABBA [A CE NNEKYBA CbC CUHATC:
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- aKo TOW/TA HAKOra e UMarno anepriuyHa peakuns KbM akTMBHOTO BELLeCTBO Ha CuHaruc
(palivizumab) unu KbM HAKOS OT OCTAHANUTE CLCTABKU Ha CuHarue (BYK ChCTaea no-rope).

OBBLPHETE OCOBEHO BHUMAHWE MNP YINOTPEBATA HA CUHAIAC:

- aKo geTeto Bn He ce uyscTea aobpe. Mongs, yeenomeTe Bawuma nekap, ako peteto Bu He ce
yyecTBa 400pe, 32 Aa ce oTnoxXM nNpunaradeTo Ha CuHaruc.

- aKo AeteTo Bu uma HsKake) HapylieHUsi B KpLBOCHCYPBAHETO, Thil kato CUHarue ce MHXeKTupa
obukHoBeHO B BeapoTo.

B3AUMOAENCTBWSA C APYTW IEKAPCTBA:

Hama paneu 3a B3aumopeiicteneTo Ha CuHarMc ¢ Apyrv fiekapcTea, HO Npeau Aa 3anouHe
npunoxeHuetTo Ha CuHaruc, Bue Tpabea Aa wHbopMUpaTe nexapa 3a BCUYKM NeKapcTBa, KOUTO
beveto Bu npuema.

3. Kak we 6-4¢e npunarad CuHarmc Ha MoeTo geTe?

YKA3AHWA 3A NPABUINTHA YINOTPEBA:

Konxo yecmo Cunazuc We ce npunasa Ha mMoemo deme?

CuHaruc TpAbBa fa ce npunara Ha AeteTto Bu B fosn ot 15 mg/kg BeaHBX MeceyHo [oToraea,
JOKaTO ChLUEeCTBYBa pUcK oT MHtekuun ¢ RSV. 3a ga ce npeanasu Haii-pgobpe peteto Bu, e
HeobXo4MMO fia criefBaTe YKasaHuaTa Ha Nekaps 3a BUUTUTE 3a CrieaBallyuTe HXEKLMW.

Ako BaleTo Aere NoAnexu Ha onepauuna 3a cbpgedeH Galinac, Ha Hero unn Ha Hest Moxe ga 6uae
npunoXeHa HoNbriHWTENHa Jo3a CuHarue crief onepauusTa.

Kak ce npunaza CuHasuc Ha dememo mMu?
Oxkono 20 muHyTk cnied AobapsHe Ha BojaTa KbM hnakoHa, Ha AeTeTo We 6bAe HanpasBeHa
VHXKEKLIMA B MYCKYNa, Hail-4ecTo BbB BhHLUHATa cTpaHa Ha GefpoTo.

Kaxeo mpsibea Oa Hanpasums, ako 3abenexume, 4ye Oememo Bu ce yyecmea ane cned
npunoxeHuemo Ha CuHazuc?
AKo geTeTo Bu ce novyBcTBa 3ne, He3abaBHO YBEAOMETE JieKaps.

Kakso mpabsa Oa Hanpasume, ako dememo Bu nporycre edHa umxexuus CuHasuc?

Ako geteto Bu nponycHe egHa urwekuua, Tpsbsa fa ce obagute Ha nexaps B Hal-KPaTBK CPOK.
Beaka nHKeKUMsa MoxKe Aa npeanaszv Aeteto Bu camo 3a okono eguvH mecel, 40 HeobGXoAuMocTTa OT
cneapallara MHXeKLus.

4. BL3MOXHW HexenaHu neKkapcTBeHN peakuun
KaTo Bcuuxy nekapcTtea, CHHarMe MoXe Aa Ma HexenaHy peakuuu.

Kakeu HexenaHu nexkapcmeeHU peaxkyuu Mozam 0a Hacmbiam [0 8peMe Ha MpuiloXeHue Ha
Cunazuc?

Hskou OT OBWYalHUTE HEWEenaHy JeKapcTBeHW peakuui, KOWTO MOFatT Aa HacTbhnaT npu
npuno)eHweTo Ha CuHaruc Ha BalleTo AeTe ¢a, BYCKOKa TeMneparypa, HepBHOCT, 3auepeaBaHe U
OTOK HAa MACTOTO Ha MHKEKuuATa. HeuecTute HexenaHw peakuwy BKMIOUBAT: NPOCTYAR, Kallnvua,
Xpema, Xpunoee, noBpbluaHe, obpus, avapus, Oonka, supycHa WHdgekuns, HamanseBaHe Bpos Ha
fenuTe KPLBHU KNETKY 1 NOoBMLLIABaHe Ha YepHoapobHuTe eHsuMu. Paako Moxe aa ce Habniogasa
ChMpaHe Ha QULLGHETO WNU Opyru 3aTPYAHEHWA B AULLAHETO, @ MHOM0 PAAKO — TEeXKU anepriyHu

peaKkLum.
Kakeo Oa Hanpasume, aKo ce r1oaesm HexellaHu JieKapemeeHuU peakyuLs: SR Ar £
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AKO crief npUnoxeHWeTo Ha CuHaruc Aeteto By Npossy HAkakem Hex(' /]-m—nexap

ce obbpHeTe KbM Baluma nexap.




5. ChxpaHeHue Ha CuHaruc
[la ce cbXpaHsiBa Ha MACTO, HEAOCTBMHO 3a Aella.

CuHarnc TpsibBa Aa ce cbxpadasa npu Temnepatypa oT 2°C po 8°C (B xmagwnHuk). [la He ce
3aMpbasBa. [la ce CbXpaHaBa B OpuUrMHanHara onakoBka.

Jla He ce U3non3Ba creq u3TuyaHe Ha 0603HaYeHNA BLPXY ONaKoBKaTAa CPOK HAa FOZHOCT.

6. JontanutenHa uudopmMaynst
3a gonwnHuTenHa uHgopmauna OTHOCHO TO3W NEKAPCTBEH NPOAYKT ce 06pbLUAiTE KbM MECTHOTO
NpeacTABUTESNCTBO Ha [puTeaTens Ha paspelunTenHoTo 3a ynotpeba:

3a bunrapust
T.I1. “A6oT NabopaTtopuc” C.A.

yn.” OGopuiye” 45
1504 Cocpusn
Ten.: 02/846 84 29 (39)

7. Hara Ha nocnegHa akTyanusauusl Ha TeKcra
Mait 2004 rog.

[MepdhopaLmst 3a oTAersiHe OT NUCTOBKATA 3a NauueHTa]
Creggauata nHopMaums e npegHasHavyeHa caMo 3a MeIMLIMHCKY CeLyuanucTy:

WHCTPYKLIUI 3A MPUFOTBAHE

BABHO gobasete 0.6 ml Boga 3a MH¥eKUUW NO BbTpellHaTa CTeHa Ha (hilakoHa, 3a Aa cBegeTe 4o
MUHUMYM oBpasyBaHeTo Ha naHa. Cnep, Ao6aBAHETO Ha BOAATA, HAKMOKETE MeKo ITakoHa 1 C Reku
ABWEeHUA Fo BLPTETE 3a okorio 30 cekyran.

HE PASKIALLAATE ®NAKOHA.
PaaTteopwT palivizumab Tpabea aa npectoun Ha crailHa Temnepartypa okono 20 MUHYTK, QoKaTo ce

usbuctpu. PasteopeT palivizumab He cbAbpXa KoHcepBaHWTV W TpabBa Aa ce npunara o 3 vaca
cnef NpuroTBaHETO My. OcTaHanoTo cnegq ynotpeba Konnm4yecTso Aa ce NSXBBbPNK.

Cnen pazTsapaHe ChIAZCHO NPenopbkuTe KpaliHaTa koHUeHTpalms ¢ 100 ma/mil.

Palivizumab He TpsaGBa ga ce cMecsa C Apyrv NEKapcTBEHW NPOAYKTA WNu pasTBOPWUTENU OCBEH C
BOLA 3a MHMXEKLUN.

Palivizumab ce npunara B gosu ot 15 mglkg seaHBLX MECeUHOo, NHTPaMyCKynHo, 3a npegnoYnTaHe B
npegHo-cTpaHnyHarTa yact Ha Beapoto. CefanuHNAT MYCKYn He TpsbBa fa ce USMonasa PYTUHHO
3a MHXeKTUpaKHe Mopagu PUCK OT YBpeXJaaHe Ha cepanmiiHus Heps. MHxekuuATa ce rnocTassA no
cTaHgapTHa, acenTuyHa TexHuka. Mmxekuuu Hag 1 ml Tpsbsa na ce nocTaBAT pasgeneHu Ha
HAKOSIKO HO3U.

TenecHa maca (kg) x gosa (15 mg/ka)

MeceuHa no3a Ha palivizumab s ml =
100 mg/ml palivizumab

Hanpumep, 3a HOBOPOAEHO € TEro 3 Kg USUMCNIEHVETO nokassa: 3 X ggﬂﬂ =
Ha meceLl. VB




