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BAPUBAKC npax u pa3TBoOpHTeJ]I 32 HH)KEKIHOHHA CYCIIeH3HH B NIPEABAPHTEIHO HANMbJAHEHA
CHIPHHIOBKA
Bakcuna cpemy BapuueJia (’)KHBa)

VARIVAX powder and solvent for suspension for injection in a pre-filled syringe
Varicella Vaccine (live)

[IpoueTeTe BHHMATE/NHO UAJIATA JHCTOBKA npean Bue nian Bamero gere 1a ce BAKCHHHpATE, Thi
KaTo TH CbAbpiKa BaxHa 3a Bac ungopmanus.
— 3amnasere Ta3M JUMCTOBKA. MOXe J1a ce HaJl0XKH J1a s IPO4YETETE OTHOBO.
—  AKO MMaTe HAKaKBH JOMbJIHUTE/IHH BBIIPOCH, NonuTaiTe Bawus nekap uiau gapmaiesr.
— BakcuHara e npeanudcaHa 1M4HO Ha Bac uau Ha Bawero aere. He s npeorcrbnBaiiTe Ha ApyrU
xopa. Ts MOoke 1a UM HaBpeaH, HE3aBHCHMO Y€ MPU3HALMTE HA TAXHOTO 3a00J/1sBaHe ca ChlLUUTE
KaTo Baiuwure,
—  AKO MOJIly4uTe HAKAKBM HEXeNaHu peakuuu, yBeaomere Bawus nekap unu gapmauest. Toa
BKJIKOYBA U BCHYKH Bb3MOXHH HEKEJIaHHU peaKLHH, HEONMHCAHU B Ta3H JIMCTOBKA. BHxKTe TOUKa 4.

KakBo ¢baAbpKa Ta3H JIHCTOBKA

KakBo npeacrasinsisa BAPUBAKC u 3a kakBo ce u3nosi3sa

akBO TpsaOBa jaa 3Haerte, npeau Bue unu Bauwero nere na uznonszsare BAPUBAKC
Kak ce npunara BAPUBAKC

Bb3MOKHU HEXKEIAHH pEAKLIUH

Kak na cexpanssate BAPUBAKC

Cbabp)kaHHe Ha ONaKoBKaTa M J0MbJAHUTEIHA HHpOpMaLUs

oy Bh R I e

1. KaxBo npeacraBiasaea BAPUBAKC u 3a kakBoO ce H3110/13Ba

BAPUBAKC e BakcuHa 3a 3au1MTa Ha Bb3pacTHHU U Jiela cpelly JieuleHka (Bapuuena). Bakcunure ce
W310J13BaT 3a 3awKTa Ha Bac wau Bawero gere oT HH(pEKUHO3HH 3a00/15BaHH .

BAPHBAKC moxe aa ce npuJjiara Ha qvua Ha Bb3pacT 12 meceua MM rno-rojieMu.

BAPUBAKC Moxe aa ce npujiara 1 npyd KbpMadeTa Ha Bb3pacT oT 9 Meceua rnpu creuraiHu
o0cTOATE/ICTBA, TAKA Y€ J1a CbOTBETCTBAT HA HAUMOHAJIHUTE CXEMH HA HMYHH3ALIUs UJIM B C/Iy4Yau Ha

CITHACMHA.

Mocke 1a ce npuiara U Ha Jidlia, KOUTO HAMAT aHaMHe3a 3a BapuLle/a, HO KOMTO ¢a OMJIM B KOHTAKT C
JIMLIE C BapulLena.

UMyHHM3aLKs B pAMKHTE HA 3 HH OT €KCIO3ULIUATAa MOKE J1a MOMOIHE 3a NpeJ0TBpaTsaBaHe Ha BapULe/a
WJIM 1a HAMaJIM TEeXECTTa Ha 3a00JIIBaHETO, KOETO BOJAH 0 MO-MaJIKO KOXHH JIE3HH M [10-KpaTKa
MPOIbJ/DKHUTENHOCT Ha 3abonsBaHeTo. MMa orpannyeHa undopmauus, 4e BAKCHHUPAHETO 10 5 IHU cel

EKCIoO3uuHATa MOKE J1a HaMaJIH TEXKECTTA HA 3a00J/19BaHETO.

KakTto u npu gpyru Bakcuiu, BAPHMBAKC He 3auiMraBa HanbJHO BCHYKH JIMLA OT €CTECTBEHO
npujoOUTaTa BapHUlea. R




2. Kakso TpabBa na 3naere, npeaa BAPHBAKC na ce npuaoxu na Bac nau Ha Baurero aerte
He n3noaizsaiite BAPUBAKC, axo:

- Bue unn Bamero aere cre afepruiyHi XbM HAKOA BAKCHHA CPELY BapHUlIeaa, KbM HAKOS OT
ChCTABKUTE HA Ta3H BakcHHA (M30poeHH B Touka 6), WM HEOMHULHH (KoliTO MOXe na Obae B
OCTATHYHHU CJEOH);

— Bue uan Bailero nere uMate HapyLIeHHE Ha KPbBTA HIH KaKkbBTO U Aa € BH 3/I0KAYECTBEH pak,
BKJTIOUHTEJTHO JTEBKEMHA W TUMGOMH, KOUTO 3acAraT UMYHHATA CHCTEMA;

- Bue nnm Bawmero gere ¢T¢ HA HMYHOCYIIPECHBHA Tepanus (BKIIOYHUTENTHO BUCOKH A03H
KOPTHKOCTEPOUH);

- Bre wnu Bamero nere uMare HAKaKBO 3a00/a8aHe (KaTO BUPYCa HA YOBELUKHUSE HMYHOJeDUUUT
(XHUB) unu cunapomMa Ha npuaoburara uMyHHa negocrarsyHocT (CIIWMH), unn npuemare
neKapcTBa, KouTo oTcnabear iMyHHata cucteMa. ann Bue unu Baweto gete we 6naete
BaKCHHUPAHM, L€ 3aBUCH OT HUBOTO HA UMyHHaTa By 3awuura;

- Bue unu Bateto geTe HMaTe 4I€H Ha CEMEIHCTBOTO, POAEH ¢ UMYHEH AehULUT, WIH KMATE
caMHUNIHA aHAMHE3a 32 HMyHEH AeQHLUT;

— Bue unu BamieTo nere iMare akTHBHA HENEKyBaHa TybepKynosa;

— Bue unu Bauieto geTe uMarte TeMiepatypa no-Bucoka ot 38,5°C; pbnpexkd ToBa, No-HHUCKA
CTOHHOCT Ha NOBHIlIEHA TEMIIEPATYPA HE € MPHUYKHA Ja He ObeTe BAKCHHUPAHH;

— cte OpemeHHa. OCBEH TOBa, TpAOBa Aa Obac M30ArBaHa eBEHTYaATHA OpeMeHHOCT 1 Mecel cnea
BaKCHHHUpAaHe.

[penynpexaeHHs H NPeANa3HH MePKU:

B peaxu cnyyau € Bb3MOXHO 3apa3faBaHe ¢ Bapuilea, BRIIIOYHTENHO TEXKA BapUuueia, OT BAKCHHUPAHO ¢
BAPUBAKC nune. ToBa Moxe aa ce ciy4H IpH Xopa, KOMTO HE ¢4 BAKCMHHPaHU MM He ¢a OoneayBalu
OT Bapuliena, KakTo U MpU Xopa, KOUTO NMONAAaT B €HA OT CNEAHUTE KATErOPUM:

e JIMLA ¢ oTcAabeHa HMYHHA CUCTEMA;

e OpeMeHHHM KeHH, KOUTO HHKOra He ca DoneyBany OT BapHLea;

® HOBOpoAeHU Debera, HHHTO Maiikn HUKOra He ca boneayBaiu OT BapULEna;

BuHaru, koraro € Bb3IMOXKHO, Jinljata, BakcuHHpaHu ¢ BAPHUBAKC, tpabea na ce crapasr ga u3bsarear
OJIM3BK KOHTAKT C BCEKH, KOMTO NMomnaaa B HAKOA OT KaTeropHHUTE, ONNCAHU NO-Trope, 3a Nepuoa Ao

6 ceaMHLU cnea NoCTapaHETO Ha BakcHHaTa. Mugopmupaiite Bauing nekap, ako HMa 4oBek, KOHTO
MONajfa B HAKOA OT KATErOPHUUTE, ONIUCAHH NO-Tope, U ce 04aKkBa Aa Objae B OM3IBK KOHTAKT C
BAKCUHHPAHO JIHLIE,

TpabBa na kaxere Ha Bawus nekap unu ¢apmauesT, npeau Bue unu Bauero aere ga 6paere
BakcuHHpaHu ¢ BAPUBAKC:

— ako Bue unu Bauero aere uMate otciiabena HMyHHa cuctema (kato XHUB nHdekuus). Bue nnn
Batiero aete TpadBa BHUMATENHO Aa ObIeTe NpOoCieACHH, Thil KaTO peaKkLMATAa KbM BaKCHHATa MOXeE
I1a He e IOCTarbyiHa, 3a a ¢€ OCHTYpH 3alnuTa cpelly 3adongeaHeTo (BUxTe To4Yka 2 ,,He

usnonzsarite BAPUBAKC, ako®).
Apyrr nexapersa (uar apyre sakcunr) 4 BAPUBAKC:

Tpabea na kaxere Ha Bawua nekap uink papMaueBT, ako Bue unu Bawero gete npueMare WM HacKopo
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[pH/iara e AHOBPEMEHHO ChC CIEAHHTE PYTHHHU ACTCKH BAKCHHH: BAKCHHA Cpelly MOPOUIH, HAPOTHT X
pybeona (MMR), Bakcuuu cpewty Xemodunyc undayenie tun 6, xenaTtut b, AHPTEpHUS, TeTaHyC,
KOKJIFOLI {Marapelika kaluinia) 1 NoNHOMHENUTHa BAKCHHA, KOATO Ce MpuJiara npes ycrara.

BAPUBAKC moxe aa ce npuinoxu e HOBPEMEHHO ¢ THEBMOKOKOBA KOHIOMHpaHa BaKCHHA IIpH €IHO H
CBLIC NOCEWESHUE HA pa3IMuHH MeCTa Ha HHXKEKTHPaHeE.

BakcuuupaHeTo TpgOBa ga Obe OTOXEHO 3a HAal-MaIKo 5 Mecela cliell MpeHBaHe HA KPbB WM Na3ma,
“JIH NPUJIaraHe Ha HOpMAJIEH YOBEIIKH HMYHOTJI00YIHH (CTepHIeH pa3TBOP OT €CTECTBEHO MPOU3BEACHH

AHTHTENA, B3ETH OT JapeHa YOBEllKa KPbB) HIIH Bapuliena 3octep HMyHornooyaun (VZIG).

Cnen Bakcunupane ¢ BAPUBAKC Bue unu Balero aete He TpabBa Ja nmpHeMaTte “uMYHOINOOYHH,
prmiourTenHo VZIG, B npoabsaxkeHue Ha | Mecel cliea ToBa, OCBEH ako BalnusT nekap He pein, 4e e
He0OX0AHMO.

BakcuHupaHute Tpsa6Ba ga M30ArBaT NpOAYKTH, ChbABPKALLY aCIIUPHH (CATHLHUIIATH), B IPOABIKEHHE Ha

6 ceamuuu cnen Bakcunupade ¢ BAPUBAKC, Tvii kaTo TOBa MOXeE J]a NPUYHHH CEPHO3HO CHCTOAHUE,
Hape4ueHo CHHAPOM Ha Pell, koeTo MOXKe 1a 3acerHe BCHYKH OpraHH Ha TAJIOTO.

bpeMeHHOCT B KbpDMEHE

BAPUBAKC ue tpabsa na ce nipunara Ha OpeMeHHH XKeHHU,

AKo cTe OpeMeHHa WU KbPMHUTE, CMATATE, Ye MOXKE Aa cTe OpeMeHHa UK naanupare OpeMeHHOCT,
nocuBeTBaliTe Ce ¢ Bauinsa nekap nnn dapMauesT Npeay ApuaaraieTo Ha Ta3u BakcHHa. Cbllo Taka e
BaXKHO Ja He 3abpeMeHeeTe 10 eHH Mecel cnel BaxcHHupaHeTo. [Ipe3 ToBa BpeMe Tpadea na n3nonssare

Ed)el{THBEH METOJ 3a KOHTpPALCIILHA, 34 A4 n3beruere GPEMEHHOCT.

Hudopmupajite Bawuns nekap, ako KbpMUTE WITH Bb3HaAMEpABaTe Aa KbpMUTe. BawuaT nexap we pewiu
naau na onaere BakcuHupanu ¢ BAPUBAKC.

lllodupane n padora ¢ MAIIHHH

Hama undopmanusg, xoarto aa npeanonara, 4e BAPUBAKC noenuaBa sbpxy criocobyoctra 3a wodupase
HJIn padoTa ¢ MallHHH.

BAPHBAKC coabpxa HaTpuii

Tora nekapcTBO ChaAbpka no-Maiko OT 1 mmol Harpuii (23 mg) Ha no3a, T.€. MOXKe a ce KaxkKe, Ye
MPaKTHYECKH HE ChAbpPKa HATPHHA.

BAPUBAKC cbabpixa xaauh

Toba nexapcTBo CbABPKA NMO-Manko oT 1 mmol kanu# (39 mg) Ha 1033, T.€. MOXKE Ja Ce Kaxe, 4e
[IPAKTHYECKH HE ChABPKA KaTHH,

3. Kak ce npunaara BAPHBAKC
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e Jela Ha Bb3pacT oT 9 Meceua o 12 Meceua:
[Tpn cnenpnanHu o0cTOATENCTBA (32 Aa ce CbOOpa3AT ¢ HAUMOHANTHUA HMYHH3AaUHOHEH KaleHaap
HIIH B cuTyaums Ha enugemns), BAPUBAKC moxe na ce npunara Mexay 9 u 12-Mecedna
Bb3pacT. 32 Aa C€ OCUIYpH ONTUMANIHA 3alUTa Cpelly Lapka, ca HeoOXoAuMH ABe N03H
BAPUBAKC, kouto Tpsabsa Ja ce NPHI0KAT C HHTEPBAJ OT ITOHE TPU MeceLa.

® Jeia Ha Bb3pacT oT 12 Meceua ao 12 roauHu:
3a na ce ocurypu oNTHUMAanHA 3alliUTa cpely wapka, ase no3u BAPUBAKC Tpsabsa aa ce
NPUIOKAT ¢ UHTEPBAN OT [MOHE €IHH MeCeL.

® Jena Ha Bp3pacT oT 12 Meceua A0 12 roauHu ¢ acuMnroMaty4ed XHMB:
BAPUBAKC tpabBa na ce npunara noa ¢popMara Ha ABE A03H Ype3 HHXKEKTHPAHE B UHTEPBAX OT
12 ceamuum. Mons, koHcynTupaiite ce ¢ Baluuna nexap 3a noeue UHpoOpMaLUS.

¢ [Osowu Ha BBp3pact 13 roauHy ¥ NO-roNEMH, U BL3PACTHH:
BAPHBAKC ce npunara Ha aBe J034 4pe3 UHXKEKTHpaHe. BToparta q03a TpadBa Ja ce NPUIIoKH
oT 4 1o 8 ceAMULHU cnea TbpBaTa J03a.

BposaT U BpeMeTo Ha NnpuiaraHe Ha f1o3uTe TpabBa na ce onpenensat ot Batuusa aexap, kato ce cneaBar
OpUUHATHUTE NPENOPBKH.

BAPHUBAKC He TpsabBa na ce npunara Ha aeua nog 9-MeceuHa 8b3pacrt.
BAPUBAKC TpsabBa na ce HHXEKTHpa B MYCKYJla HJIH (O] KOXKaTa, B 001acTTa Ha PbHILHATA 4acT Ha
OenpoTO WK B FOpHATa 4acT Ha pbKata. OOMKHOBEHO 32 MHXKEKLIMM B MycKyna obnactra Ha OeApoTO €

IpeanoYrTaHa MPH MAKH Jena, JOKaTo MpH No-Bb3PacTHH JIHUA ce npeanounTa odnacTra Ha ropHaTa
4acT Ha pbKara.

AKO UMaTe HapyuleHHe Ha KPbBOCHCHPBAHETO MM HACKH HHBA HA TPOMOOLMTH B KPbBTA, HHKEKIMATA
e 6bae NocTaBeHa noJ KOXara.

BamuaT nekap U1y MeAULMHCKH cneuyanucT e ce norpyku BAPHUBAKC na He ce umxekTupa
AHPEKTHO B KPbBOHOCEH Cb/.

AKO ¢Te HK300JI13BAJIM NoBede oT HeobxoanmaTa 1032 BAPUBAKC

[Tpeao3npaHeTo € MHOIO MAKO BEPOATHO, Thi KaTO BAKCHHATA C€ npeara B eAHOA030BH (JIaKOHH H ce
MpHaara 0T JieKap Wik MEAULMHCKH CIIELHAIHUCT.

Axo cte nponycaanu 103a BAPHBAKC

CenpkeTte ce ¢ Bawuus nekap, KOUTO Wie pelny Jany ¢ Heobxoanma 103a K KOra Ja st IPUITOKH.

4. BBh3MOKHH HeXKe/IaHH PeaKIHH

KakTo BCUYKH BaKCHHH M IeKapCTBA, Ta3d BAKCHHA MOXE Ja NpeaH3BHKA HEXENAaHH peaKkiHy, BLIIPEKH Ye
He BCEKH M MoJ1yyaBa.

MHoro paako (cvodiuasa ce npu no-Manko ot 1 Ha 10 000 gyiun) MoXe Ja HACTBNH TEXKKA anepruuda
peakUHd CbC CUMITOMM, KOUTO MOTaT [1a BKJIIOYBAT MOAYBAaHE HA JIULETO, HUCKO KPBBHO HAATAHE H
3aTpyAHEHO AHLaHe, cbe WK Oe3 oOpuB. Tesu peaklii 4eCTO Ce MOABABAT MHOTO CKOPO ClEdl. .
WHXXEKTHPAHETO. AKO HAKOU OT T€3H CUMIOTOMHU WU JPYTH CEPUOIHH CHMNTOMH Gbnaﬂr/aaﬁmaaa-}a CJQQ
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Undopmupaiite Bainus nexap, ako 3abenexure HAKOA OT CAEAHUTE PEAKH HIIH MHOIO PeIKH HeXeTaHH
peakLuu:
® CHHHHH HJIH KbPBEHE MoBeYe OT HOPMATHOTQ; YEPBEHH MU MyPNYPHH, TIIOCKH NMETHA 04
KOKarta, CHJIHA DeHOCT
® TEXDbK KoxeH 00puB (43BH H 00pa3yBaHe HA MEXYPH, KOUTO MOraT Ja 0OXBAILAT O4UTE, YCTATA
U/MNH TeHUTANHHTE, YUEPBEHH, YECTO CHPOSALLM MeTHA, KOUTO 3aMOYBAT BbpXY KpaHHHUUTE, a
MOHAKOra ¥ BbPXY JIMLETO K OCTAHANATA 4acT OT TAI0TO) (CHHAPOM Ha CTHBBHC-[[DKOHCBH,
epuTeMa MyJITHdOpME)
® MyckyiaHa cnaboct, HeoOHH4alHY ycelllaHus, U3TPBNBAHE HA PBLETE, KpaKaTa ¥ ropHaTa 4acT Ha
TAJI0TO (CHHIpOM Ha [ uneH-bape)
® Tpecka, rajieHe, NOBpblilaHe, rinapobonue, CKOBAHOCT HA BpaTa U YyBCTBUTEIHOCT KbM CBET/IHMHA
(MEHUHIHT)
* YyAap
e rbp4OBe (IpHIaAbLUH) CbC HWIH Oe3 TeMnepaTypa

HabnionasaHy ca CI€AHHUTE HeXKeJTaH! PEAKLIUH:

MHoro decTu peakumu (cvobwyasam ce npu nogewe om I na 10 oyuu) ca:
® BHUCOKA TEMIEparypa
& 33yepBABaHE HA KOXATa HA MACTOTO Ha HHXKEKTHUpaHe, bonxa/uyBCTBHTETHOCT NpH
nonup/0one3HeHOCT H NOAyBaHe

YecTu peakuuu (cvobwiasam ce npu no-marxo om I na 10, no noseve om 1 na 100 oywu) ca:
e HHpEKIUA HA TOPHUTE AUXATENHH NBTHLIA (HOC, BP0, ANXATSIHH NbTULLA)
® pa3zApazHUTETHOCT
e 0OpuB, 0OPHUB C MIOCKH, 3a4ePBEHU KOKHHU YHACTHLUHU U MATKYU CAUBAILY C€ TIOAYTHHH, 0OpUB,
noaobexH Ha BapuuUena
e 00OpHB Ha MACTOTO Ha UHXKEKTUPAHE, ChbpOeX Ha MACTOTO HA HHXKEKTHPAHE

Heuectu peakuuu (crobwyyasam ce npu no-manxo om 1 na 100, no noseve om 1 na 1 000 oyww) ca.
e rinaeofonue, CHHIAWBOCT

OTAC/IAHE HA CEKpeT ¥ Chpbex Ha OUHTE C XKOPHUKA Ha K1enaynuTe (KOHIOHKTHBHUT)

KallMKLR, 3anyliBaHe Ha Hoca, IPbIHa KOHMeCTUsA, XpemMa, 3aryba Ha aneTuT

pa3CTPOEH CTOMAX € NOBPLLUAHE, KPAMIIH, AHAPHS, NIPUYUHEHA OT BUPYC

Auapua, MOBPbUIAHE (FACTPOSHTEPHUT)

HUH(pEeKUUS Ha YIHTE, Bb3NAIEHO IbPJo

njav, HeCMOCOOHOCT 34 CbH, HAPYILEHHUS HA CHHA

KOkeH 0OpHB OT BapHuliena, IPHYUHEH OT BUPYC (lapka), 3abonsBaHe, MPUYMHEHO OT BHPYC,

Bb3MAJICHHE HA KO)KATA, 3a4epBABaHE Ha KOXKara, ypTHKapus

e cnaboct/yMopa, 001110 HEPA3NONOXKEHHE, PEAKIIHK Ha MACTOTO HAa HHIKEKTHPAHE, BKIIOUYNTEITHO
M3TPBIIBAHE, KbPBEHE, HATPTBAHE, BTBbPACHA NOBAMTHATA YACT Ha KOXaTa, ycelllaHe 3a
TOIUIMHA, TOMJIHUHA MPH JOMHUP

Penxu peaktiuu (cvobwgasam ce npu no-manxo om I na 1 000 oywu, no nosevue om I na 10 000 dywu) ca:
® NOAYTH XKIE3H, NOAYBAHE WJIH KbPBEHE MOBEYE OT HOPMATTHOTO
BB30Y 14, MPEKANeHO MHOTO CbH, HECTaOUNHA NOX0AKA, MPUOBE ¢ TEMNEPATYPA, TPENnepeHe
OTOK Ha KJIenaya, Apa3sHeHe Ha OKOTO
6oNKa B yILIUTE ; f" ~
4yyBCTBO 32 [ILAHOTA B HOCQ, MOHAKOra ¢ nyJjcupaila 60/ka ¥ HajiaraHe B nuﬁem ‘tg,uu 69:11@. 1O
(CHHY3HUT), KuxaHe, 6e10ApoOHa KOHIeCTHs, XpeMa (pHHUT), XPUITOBE, OTQK, C
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apobose (OpouxHT), 6enoapobua urdekLua, Texka Senoapobna HHeKLUA ¢ TeMneparypa,
BTPUCAHE, KAINULIA, KOHTECTHA U 3aJyX (THEBMOHHUA )

rpunonoaodHo 3abonspaHe

CTOMAUIHH OO/IKH, pa3CTPOEH CTOMAaX M rajcHe, KpbB B H3NMPAXKHEHUATA, A3Ba Ha ycTaTa
334epBABaHe, MEXYPH, KOXKHH 3a00n9BaHuA (BKIFOYHTE/HO CHHAHK M YPTHKAPHA)

MYCKYJHa/KOCTHa OonKa, O0JKH B MYCKYJIUTE, CKOBAHOCT
peakuyH Ha MACTOTO Ha HHXKEKTUPAHE, BKIAIOYHTENHO NIPOMEHH B LBETAa HA KOXATA U YPTHKAPUA

Hexenanure peakuun, KOUTO ¢a CbOOILLEHU O BpEME Ha NOCTMAaPKETHHIOBATa YIOTpeDa Ha

BAPHUBAKC, siutrousar:

. UMa CLOOLIeHHA 3a HHQEeKUHS UIIH Bb3NalleHHE Ha MO3bKa (eHLUe(anuT) cnel BAKCHHALHA C XUBH
aTeHIOMpPaHH BAaKCHHU cpelly Bapuuena. [IpH HAKONKO cay4as ToBa 3abonsBaHe e MPUIHHHIIO
CMBPTEH H3X0[, 0cobeHo npH nuua ¢ oTcabeHa HMyHHA cUCcTeMa (KaKTO € 0TOeNA3aHO B TOUKA 2,
Varivax He TpabBa na ce u3moa3Ba npH NauueHTH ¢ otcaabena uMyHHa cuctema). [loTepeere
HezabaBHO MeTHIIMHCKa oMolll, ako npy Bac wnu Baweto aere ce 3abenexu 3aryba wau
HaMaleHO HHBO Ha Ch3HAHME, KOHBYACHH WIH 3aryba Ha KOHTPON Ha ABWXKEHUATA HA TANOTO,
NPUAPYXKEHH OT MOBUILIEHA TEMNepaTypa U raasodonune, Tol KaTo T MOraT Ja ObJaT MPHU3HAK HA
HH(EKUUsA UK Bb3nalleHHe Ha Mo3bka. MHpopMmupaiite Bawins nekap nnu ¢apMauesT, 3a TOBa Ye
Bue unu BaweTo aeTe cTe NOIYyYHIIH »KHUBA ATEHIOKPAHA BAKCHHA CpeLLy BapuLena.

. 3a00JIABaHHA, 3aCATALIH HEPBHATA CHCTEMa (MO3bKA W/HIIH rpbOHAYHHA MO3BK) KATO OTITYCHATH
MYCKYJIH Ha IMLETO M YBUCHATH KJIEMA4YH OT eAHaTa CTpaHa Ha auuero (napanusa Ha ben),
HecTabuaHa noxoKa, 3aMasHOCT, MPaBYYKAHE WIH U3TPBIIBAHE HA PLUETE U KPaKaTa,
Bh3najieHHe Ha OOBUBKATA HA MO3bKa U IPEOHAUYHNA MO3bK, KOHTO HE Ca NPUUHHEHH OT
OakTepuanHa HE(peKUS (aCeNTUHYEH MEHUHIHUT), NPHUNAXBK

. Xepriec 30¢Tep, Bb3NaaeHo repio (GapuHruT), NypHnypHH WIH YepBeHO-KadABH eTHA, BHAUMH
npe3 kokarta (nypnypa Ha XeHox-Llounaiin), BTopuuHH OakTepHaiHU HHPEKIUK HA KOXKaTa U
MEKHUTE ThbKaHH (BKJIFQUUTEIHO LEIYNUT), NEEHKa (BApULIEA), AIIACTHYHA aHEMUSA, KOUTO
MOrar Ja BKJIOYBAT CHHHHHU HITH KBPBEHE MOBEYE OT HOPMATHOTO; YEPBCHU HIIH MyPHIYPHH,
IJIOCKH IMETHA NOJ KOKATa; CUIHA OJIeAHOCT

Cro0maBaHe HA HeXENAHH PeaKIHH

AKO NONYYHTE HAKAKBH HEXeJlaHW JIeKapCTBEHH peakiuH, yBeqoMere Baluua nekap uam ¢papmauesT.
ToBa BKIKO4BA BCUYKHM BB3MOXHH HEOMHCAHH B Ta3H NHCTOBKA HEXeNaHu peakuuH. Moxere chilo aa
CHLOOILHTE HEXENAHH PeaKUHH AUPEKTHO Yype3 M3nbaHUTeNHa areH1ud No JiekapcTeaTta, yi. ,,JlaMaH
['pyes“ Ne 8, 1303 Codmnsa, ten.: +359 2 8903417, yebcaiit: www.bda.bg. Kato ¢cvobiliaBaTe HexeslaHH
peakuu, MOXETE Ja JajeTe CBOA NMPUHOC 3a MoNyyaBaHe Ha nopede HHPOpMaLIHA OTHOCHO
6e30nmacHOCTTa Ha TOBA JIEKAPCTBO.

3. Kak ga cexpansasate BAPHBAKC
Ja ce cbXpaHsaBa HA MACTO, HEAOCTHIIHO 33 AcLa.

He n3non3spaiite Ta3W BAKCHHA ClIEJ CPOKA HA MOJHOCT, OTOEJSN3aH BbPXY KAPTOHEHATA ONAKOBKA CIE]
ST oneH no:,
CpoKbT Ha FrOAHOCT OTFOBAapA HA NOCHEAHUA AEH OT MOCOUYCHHA Mecell,.

J1a ce ¢cpXpaHaBa U TpaHcnopTyupa B xnaguinHuk (2 °C — 8 °C). Jla He ce 3ampaszspa. Cbxpaussalite
¢akoHa B KapTOHEHaTa ONaKoOBKa, 3a a € NMPEeAna3y OT CBETJIMHA.
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He u3XBbpisiiTe BAKCHHUTE B KAHAIW3AUMATA HUITH B KOHTEHHEPA 3a AOMAIUHH oTnaasuM. [lonuraiite
Bamus ¢papMalueBT Kak Ja U3XBbPAATE BAKCHHUTE, KOUTO BEYE HE u3non3sare. Tesn Mepky Lie
CIIOMOTHAT 3a ONa3BaHe Ha OKONHATA Cpeaa.

6. CoAbpikaHde HAa OHAKOBKATA H JONBLJHHETEIHA HHGOPMAIHSA
Kakpo cbappka BAPHUBAKC

AKTHBHO BeUIeCTBO: XHB areHioMpaH BUpyc Ha Bapuuena (Oka/Merck wam) (npousseaen sspxy MRC-
5 YoBeLIKHN AUILIOWAHH KIETKH ).

Beska no3a ot 0,5 mi oT npurotrBeHara BakcHHa cbabpika: MUHUMYM 1 350 PFU (nnaxoobpa3zyBaiun
eAMHHLIM) HAa BUpYyca Ha Bapuulena (Oka/Merck wam).

HApyra ¢bCTaBKH:

Ilpax:
3axapo3a, XHApOJIU3HpaH KEIATHH, Ypes, HaTPHEB XJI0pU, MOHOHATpUEB L-rnytaMat, 6e3soneH
nuHaTtpueB docdar, kanues guxuaporeH docdar U KanUer XNOpUL.

OCTaTbYHHU KOMIIOHEHTH B HE3HAYHUTEJIHH KOJHYEeCTBa: HEOMHIIHH.

Pazmeopumean:
Boaa 3a MHXEeKLHY,

Kak m3raexna BAPHBAKC n KakBo chABPKA ONNAKOBKATa
JlekapcTBeHa hopMa: npax U pa3TBOPUTER B IPSABAPHTENHO HAMTBNHEHA CAPHHLIOBKA

BakcuHaTta ce CbCTOH OT 04N J0 noyur 6an npax BLB (GaakoH H OUCTBD Oe3LBETEH Te4eH pa3TBOPHTEN B
[IpeJBapUTENHO HAMMBIIHEHA CIPUHIOBKA. [IpoAYyKTRT ce npeanara 8 onakoBkH ot 1 Uiy 10 gosu.

[IpenOCTABEHHAT PA3TBOPHTEI € B NPEABAPHUTETHO HAMMBIIHEHA CIPHHLIOBKA C BOJAA 38 HHXKEKLHH.
BTopuuHaTa ONakoBKa MOXE Aa CbObpXa H 2 OTAE/THH UIJIH.

He BcHuku BHAOBE OMAaKOBKU Morar fa O6baar mycHaTH Ha rasapa.

IlpaTexxkaTes HA pa3pelleHHETO 32 YnoTpeba n npon3BoAHTET
Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepnranaus

ToBa 1eKapcTBO € pa3peiieHo 3a ynorpeda B AbpxaBHTE - 4ieHKH Ha EBponeiickoro
HKOHOMHYECKO NPOCTPAHCTBO NOJ CJISTHUTE HMEHA:

BAPUBAKC (VARIVAX)

benrus, brnrapusa, YUewka Penybnuka, Hauus, ['epmanns, Ectonus, I'vspuus, Mcnanusa, @panuus,
XbpBarua, Mpnanaus, Ucnauausa, Urtanus, Kunbp, Jlatsus, Jlutsa, JliokceMOypr, Yhrapus, Manra,
Hopserus, Asctpus, [loawa, ITopryranus, Pymbsrus, Cnosenns, Cnoakus, OuHnanaud, Lliseuns
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JaTa Ha mocJeaHO npepasraexiane Ha aucroskara {MM/ITIT].

i

Ilocouenara no-101y HH(I]DPMEIIIIHI € NpCaBa3ZHaYicHa caMo 38 MCABUHHCKH CIICHHAJHCTH.

HecTpyKIHHA

[Mpeau peKOHCTHTYHpaHe GIakoHBT ChABPXKA 011 K0 noutu 641 npax, a NpeJBapUTENHO HalbIHEHATA
CTIPHHIIOBKA ChABPKA OHCTBHP, Oe3uBeTEH TeUeH pa3TBOpUTEN. PEKOHCTHTYHpaHATa BAKCHHA
npeacTaBngBa OucTpa, Oe3uBeTHA A0 O1eA0KDbATA TEYHOCT.

N3b64arealite KOHTaKT ¢ JC3UHGEKTAHTH.

3a na PEKOHCTUTYHpPATC BAKCHHATa, H3MO/JI3BANTE CaMO Pa3TBOPHUTCIIA, NPCAOCTABEH B [IPCABAPUTCIIHO
HallbJIHCHATA CIIPHHLIOBKA.

BaxHo e 1a ce H3Inoa3ear OTAESTHH CTEPUIIHH CIIPHHLUOBKA KN UI'J1Id 3da BCCKH NALUCHT, 34 4d C€
NMpCAOTRpAaTH NpCaAaBaHETO HA HHCbEKI.lHOSHH arcHTH OT €AHH YOBCK Ha ApPYT.

Enxa urna TPHGBEI. Ad C€ H3[10JI3B4 34 pCKOHCTUTYHPAHC, 4 OTAC/THA, HOBA HIJlA - 3d HHAKCKTHPAHE.

Ykazanua 3a NPpUCOMBRHE HA 8AKCHHAMA

3a 1a npUKpenuTe Wriaara, T4 TpAOBa a ce MOCTaBH 3paBO Ha BbpXa Ha CIIPHHI{OBKATA K Ja ce
obezonacH 4pe3 3aBbpTaHe.

HHxekTHpa#iTe HANOTO ChAbPKAHHE HA PEABAPHTENHO HATLIHEHATA CNPUHLIOBKA BbB ¢1aKOHA,
CbABPKALI Npaxa. BHUMaTenHo pa3knaTeTe, 3a 1a C€ CMecH AoOpe.

PekoHcTHTYHpaHara BakcHHa TpIOBa Aa ¢€ NPOBEPH BU3YaJIHO 3a HATHYME HA YYXKAW YACTHIH H/HIH 32
OTKJIOHEHHA BbB BBHIUHHUA BHJ. BakcuHara He TpaOBa Ja ce H3MON3Ba, aKo ce 3abena3Bar 4acTHLH HIH
ako, cJied PeKOHCTHTYHPAHETO, BLHIIHHAT BHJ HE € OUCTpa, Oe3uBeTHA A0 O/1e 10K BIITA TEYHOCT.

IIpenopbYATEIHO € BAKCHHATA Ja ¢ HPHJIO0KH He3abaBHO cjiel peKOHCTHTYHPaHETO, 3a 1a ce
HaMAaJA 10 MHHHMYM 3arybaTa Ha HeidAHATA aKTHBHOCT. H3XBLpieTe peKOHCTHTYHPAHATA BAKCHHA,

AKO He ce NPHIOKH B paMKHATE Ha 30 MABYTH.

He 3aMpa3nBafTe pEKOHCTHTYHPAHATA BAKCHHA.

H3Tternere HANOTO ChAbPXKAHUE OT ¢UIaKOHA B CIIPHHLOBKA, CMEHETE MIJIaTa U HHXEKTHpaliTe BaKCHHATa
MOJAKOMHO HJIH HHTPAMYCKYJIHO.

Hen3non3BaHHAT N1€KApPCTBEH NMPOAYKT WK OTNAABbYHUTE MATEPHAIIN OT HEro TpsaOBa A4 C€ H3XBLPJIAT B
CBHOTBETCTBHE C MECTHUTE H3UCKBaHUA.

Buxte cpuio Touka 3 Kak ce npunara BAPHBAKC.




