JIucroBka: nHdopmanus 3a norpeduTens

[IpHopHKe, Npax U pa3sTBOPHTE 32 HHAKEKIHOHEH Pa3TBOP
Priorix, powder and solvent for solution for injection

BAKCHHA CpeLly MOpOMIH, NapoTHT U pybeosa (:kuBa)
Measles, Mumps and Rubella vaccine (live)

[TpoueTreTe BHUMATE/IHO USIATA JIHCTOBKA, NPe/IM TA3H BAKCHHA 1a Bu Gbae NPHJI0KEHA, Thii KaTo

TS ChABPAKA BaxkHa 32 Bac nudopmanns.

- 3anasere Ta3u nMcTOBKA. MOXe 1a ce HANOKK /1a A IPOYETETe OTHOBO.

- AKO UMaTe HAKAKBH J0MbJIHUTEHN BLIPOCH, nonuTaiTe Baiwusa nekap unu dapmatiesr.

- Ta3u Bakcuna e npeanncana nuuno wa Bac. He st npeoteTbngaiite Ha apyru xopa.

- AKO MOJIy4HTe HAKAKBN HEXKENaH! IeKapCTBEHN peakuuH, yBejomere Bauns neKkap Miu
(papmaueBT. ToBa BKIHOUYBA H BCHUKH BL3MOKHH HEXelaHH peakL WU, HEONUCAHH B Ta3H JINCTOBKA.
BuxTe Touka 4.

Ta3su nucToBKa e HanKcaHa, KaTo ce Npeanoara, Ye s Yete JHLETO, Ha KOETO ce npunara BakCHHaTa, HO

BaKCHHATA MOXE 114 C€ MnpHJara Ha Bb3pacTHH W HA Jiella, Taka Ye MOKe 1a 8 YeTeTe 3a AeTeTO CH.
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1PUAOKEHUR 2

DaleHUe N

BbamokHH Hexenanu peakuuu .
Kak na cbxpanssare [1puopukc | BG/MAMP ...,
ChabpikaHie Ha ONakoBKaTa M 10MbAHUTENHA HHOOPMALHS,

1. Kakso npeacrapiasiBa [IpHopHKCe 1 332 KaKBO ce H3M0.13Ba

[TpuopHKc € BakcHHa 3a NPHJIOKEHHE NPH AeLa Ha Bb3pacT 9 Mecewa i noseye, IHOLN H Bb3PACTHH 3a
npeanassane oT 3a00IsIBAHUSA, IPHYHHABAHH OT BUPYCHTE HA MOPOHIIN, NapoTHT 1 pyGeoa.

Kak aeficrea IlpHopuxke
Koraro 4osek ce Bakcuuupa ¢ [IpHOpHKC, MMyHHaTa CHCTEMA (€CTeCTBEHATa CHCTEeMa 3a 3a1lHTa Ha
OpraHu3mMa) u3paboTBa aHTHTENA 34 3aLUMTA HA BAKCHHUPAHHA OT HH(EKUHMA ¢ BUPYCHTE Ha MOPOHIN,

napoTuT U pybeona.

Bunpekn ye [pHoprKe chabpka KHBH BUPYCH, Te ca MHOTO C/1aGH M HE MOTAT J1a IPHYHHST MOPOHIH,
NapoTHT HIIH pybeoa NpH 3Apasu JiMLA.




2. Kaxso Tpa6ea 1a 3naete, npean aa Bu npuaoxat Ipnopuke
IIpuopuxc He TpaGBa Aa ce mpuaara, ako

. CT¢ anepru4Hy KbM HAKOA OT CHLCTABKHTE HA Ta3H BaKCHHA (M36poeHH B Touka 6). [IpH3HauuTe Ha
anepruvHa peakuus Morar 1a BKIKOUBAT CbpOALL KOXeH 0OPHB, HEIOCTHT HA Bb3AYX M MOAYBaHE Ha
NHLETO UITH e3dKa

. €€ 3Hae, Y€ CTE ANEPrHYHH KbM HEOMHUHH (AHTHOHOTHK). YCTAHOBEH KOHTAKTEH ASPMATHT (MoABa
Ha KOXeH 0BPHB, KOraTo KoXaTa e B IHPEKTEH KOHTAKT C aIepPreHy KaTo HEOMMUHH) He Gu
TpabBano na e npoGiem, Ho bpeo TPAGEA Na ce KOHCYATHpaTe ¢ Bawys nekap

. HMare Texka HHPEKUKA ¢ BUCcoKa TeMnepatypa. B To3u cnyuali, BakciHaunsTa we 6bae oTnoKeHa
1o BbicTaHoBsABaHE. Jleku HH(EKUMH, KATO HACTHHKA, He ca PoBIiEM, HO NbPBO TPAGBa 1a ce
KOHCYNTHpaTe ¢ Baiuus nexap

. MMaTe HAKAKBO 2a00NABAHE (KATO BUPYCa Ha YOBEIKAS HMyHoaedHUMT (Hapuuad HIV nin XUB)
HITH CHHIPOM Ha IPHAOGHTE MyHHA HeaocTaTkyHocT (CITMH)) nnu npeny He mHoro Bpeme By ¢
NPUNATaHO HIH BCE OLLIC NPHEMATE HAKAKBO IEKAPCTBO, KOETO OTCNA0BA MMYHHaTa CHCTEMa (¢
HIKNIOYEHHE HA KOPTHKOCTEPOUIH B HHCKa 1033 33 JIeYeHHe HA aCTMa HIH KATO 3aMeCTUTENHA
Tepanus). Jlanu Moxe na Bu 6bae npiioxeHa BAKCHHATA LWE 32BHCH OT CTENEHTA HA MMYHHHTE Bi
3ALHTH

. cte Gpemetna. OcseH Tosa, TpaGea na ce u3bsrea 3abpemennsane | Mecell Clles BAKCHHHPAHETO.

IpeaynpekaeHns u npeanazHA MepKH

Fosopete ¢ Bawnus nexap unu dhapmauesT, npeau aa Bu 6n1e npunoxen Tpuopukc, ako:

¢  vMaTe HapYLIEHHA Ha LIEHTPANTHATa HEPBHA CHCTEMa, aHaMHe3a 3a [bpY, ChILTCTBALL MTOBHLIABAHE Ha
TeMNEpaTypaTa UK hamHNHA aHaMHE3a 32 rbpuoBe. B ciyuaii Ha BucOka TemnepaTypa cnea
BaKCHHAUMATA, MO BelHAra Ce KOHCYNTHpaiite ¢ Bawus nekap
CTe MMAJTH HAKOra TeXKa AIEPrHYHA PEaKuns KbM aiflueH GenThsK

®  CNe[ BAKCHHALHA Cpellly MOPOHIIH, NApOTHT MK py6eona cTe MMann HexenaHa peakuus,
BK/FOYBALLA IECHA 10AB2 HA CHHHHU HJIH NO-NPOIB/DKHTENHO OT 00HYAHOTO KbpBEHe (BHKTE TOUKA
4)

®  WMare oTcnabeHa MMyHHa cucTema (Hanp. vHbekLus ¢ XMB) uau 1we 3anounere ynotpea Ha
IEKApPCTBO, KoeTo OTc1206Ba MMyHHaTa cucteMa. TpaGBa fa GbaeTe BHUMATEHO NPOCAEAABAHH, Thii
KaTO OTTOBOPHTE KbM BAKCHMHHTE MOXE a HE Ca AOCTAThUHH, 33 Ja OCHIYPAT 3alHTa Cpelly
3abonsBaHe (BHkTe no-rope B Touka 2 ,,[Tpuopuke He TpsGea Aa ce npunara, ako™).

[Tpunanbk Moxe Aa HacTbnH (OBHKHOBEHO IIPH IOHOLLK) ClEd HAH JOPH NPeM BCAKO MHIKEKTUPAHE C
Wria. 3aToBa HHOOPMHpaiiTe NeKaps WiIH MEAHUMHCKATA CecTpa, aKo CTe NpHNasany NpH ODpeadLUIHa
HHXEKUUSA.

AKO ce BaKCHHUpaTe 10 72 yaca Cle/ KOHTAKT ¢ GoneH oT mop&unu, [puopukc we Bu npeanasy ot
3a00NABAHETO A0 M3BECTHA CTENEH,

Heya na evzpacm nod 12 meceya
Heuara, BAKCHHHpPaHH Npe3 NLPBaTa FOJMHA OT XHBOTA, MOXE A3 He 6bAaT HANBIHO npeanazexy.
Bawusar nexap uie Bu nocweeTBa Aanu e Heobxoaumo TIPHIIOKEHHE Ha AQMBAHHTENHM Q03K BAKCHHA.

Kakto Bcnuky BaKCHHN, anOpHKC MOXKE Aa He NpeIna3H HanbJAHO BCHYKH, KOHTO ca BAKCHHHPAHH.
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Jpyru nekapcetBa u [propuke

Tpsabea aa kaxete Ha Bawus nekap, ako npuemarte, HaCKOpO CTE TPHEMANH KK € BL3MOXHO 112
MpHEeMaTe APYrH NexapeTBa (Man pYru BAKCHHH).

[TpHopHKC MONeE A3 ce npHNara eAHOBPEMEHHO C IPYTH BAKCHHM KATO BAKCHHMU cpewy audrepus,
TeTanyc, kokmou (6eknersuna), Haemophilus influenzae Twn b, nepopansa wnn HHaKTHBHPaHa BaKCHHa
Cpelly NOTMOMHENHT, BAaKCHHH CPELILY XenaTHT A, XeNaTHT B, BapuLiena, MEHHHIOKOKK OT ceporpymna B,
KaKTO H KOHIOTaTHH BAaKCHHH Cpelily MEHHHTOKOKH OT ceporpyna C WM MEHHHTOKOKH OT CEporpymH A,
C, W-135 1 Y, 1 NTHEBMOKOKOBM KOHFOTATHM BaKCHHH. I'oBopete ¢ Bawus nexap Wian MeanunHcka cectpa
33 IONLJIHHTEHA HHPOPMAaLHA,

3a BcAka BakcHHa TpAGBa Na ce H3MOM3Ba PAsiMUHO MACTO HA MHIKEKTHPAHE.

[penopbisa ce, ako He ce NPUNOKAT eAHOBPEMEHHO, MHTEPBATLT MEXIY NPHIKEHHETO Ha Tlpuopuke n
APYTHTE XUBH aTCHIOUPAHH BAKCHHY, Ja € Hali-Manko eInH Mecell.

Bawmst nexap Moje 1a OTAOKY BAKCUHAUMATA HAH-MATKO 3a 3 Meceua, ako By e HATIpaBeHO
KPbBONPE/HBAHE MK Ca Bu npunarauy YoBeltiky aHTHTEN2 (MMYHOrNOGY THHH).

B cayuaii, ue TpaGsa 1a Gbae HanpaseH TyGepKyIHHOB TECT, TECTBT TpAbBa 1a ce HanMpaBH NMpeau, 3aeRH0
CBC HAHM 6 CEMHIM el BAKCHHALMATE C Ipuopuke.

BpemeHHoCT, KbpMeHe B PepTHIAMTET
TlpiopHkc He Tpabea na ce npunara Ha GpeMeHHH KeHH,

AKO cTe 6peMeHHa UM KLDMHTE, CMATATE, He MOXe /a CTe GpeMeHHa UK nAaHupaTe OpeMeHHOCT,
NoCeBETBaHTE ce ¢ Baluna nekap unu dapMauest npeau NpUIOKEHHETO HA TA3H BakCHEA, Chillo Taka e
BXHO /12 He 3abpeMeHsBaTe B PAMKHTE Ha eIMH Mecel creft kaTo Bu e npunoxena sakcuuara. o BpeMe
Ha TO3H NepHON TPAGBA Na H3NON3BaTe €(eKTHBEH METOL 32 KOHTPAUENLHS ¢ LEN NPENa3Bate oT
3apemeHsBate.

Npuopuke chabpxa copburon, napaaMunoGenzoena KHcennna, tdheunnananus, noaucopdar 80,
NpOJHH, HATPpHH H KaJIHl

Tasn BakcHHa cbaAbpka 9 mg copbHTON Ha A03a,

Tasn BakcnHa chabpka napaaMMHOGeH30eHa KilcennHa. Ta Mode 1a NPHYHHH ANEPTHYHH PeaKLHH
(BEPOATHO OT 3a6aBEH THN) M B MHOTO PEAKH CTy4aH GPOHXOCIATHM.

Ta3u BakcuHa chabpxka 334 Mukporpama heHnnananiy Ha 1032, DeHUNANAHHHBT MOXE na Bu naepeam,
aKo MMate QEHUIKETOHYPHA, PAIKO TeHETHUHO 3a60N1SBaHe, IPH KOETO Ce HaTpynBa eHUNANAHNH, Thii
KaTo OPraHU3MBT HE MOXKeE J1a [0 OTAENA NPABHIHO.

Ta3u Bakcuna chawpia 0,65 MHKporpama nonucopGar 80 Ha nosa. [lonucopbatute mMorar na npUYHHST
anepruyiu peakuun. Tpabsa aa kaxere Ha Baluus nekap, ako UMaTe yCTaHOBEHH aneprumu.

Tasu Bakcuna chanpka 407 MUKpOrpamMa NponKH Ha 1034, [Mpoann Moxe 1a 6bae BpeacH 3a NALHEHTH ©
XHNEPNPONMHEMHSA, PALKO FEHETHYHO HapyLIIEHHE, DU KOETO B OPraHn3Ma Ce HaTpynBa PONHH. AKO
HMaTe XHMEPNPOIHHEMHUS, HE H3NON3BAHTE TOBA JIEKAPCTBO, OCBEH ako BawusT nekap ro e npenopsyan.
Ta3u BakcHHa chabpKa Mo-Manko ot | mmol narpuii (23 mg) Ha 1033, T.€. MOXKE Ja CE Kaxke, ue
MPaKTHYECKH HE ChAbPHKa HATPHI.




Ta3u Bakcura chabpxa kanni, no-manko ot 1 mmol (39 mg) Ha 1034, T.€. NPaKTHHECKH HE ChABPKA
KaHid.

3. Kak ce npunara Ipuopuke

[Ipuopukc ce unxeKTHpa MO KOXATa MK B MYCKYJ1d Ha FOPHATA YACT HA PbKATA, HIIH HA BbHLIHATA YaCT
Ha Genporo.

Ilpuopuxc € npenHasHayeH 3a Jelia Ha Bb3PACT Hal-MaNko 9 Meceua, IOHOILK 1 Bb3PacTHH.
Tloaxoaa110TO Bpeme 3a BaKCHHHPaHE H GPOAT HHKEKLUH, KOHTO Ite Bu 6baar Hanpaseny, we 6uaat
onpezeneHH oT Bawns nexap, CbriacHo ChOTBETHHTE OPHUHANHH [PENOPbKH.

BakcunaTa HHKora He TpAOBa Na ce NpHnara BLB BEHa.

4. BL3MOKHR HeXKe1aHH PEAKIHN

Kakro BCHUKH nekapcTBa, Ta3u BaKCHHA MOXE Ja IPEAH3BAKA HEXENAHH PEaKUNH, BbIPEKHA Ye HE BCEKH
TH nosyyaea.

Hexenannte nekapcTeny peakuny, Habno1aBaHK NG BpeMe Ha KIIMHMYHH W3NHTBaHKS C [Mpuopukc, ca
clefHuTe!

MHoro uectn (Morar na ce nosBAT Mpu noseye ot | Ha 10 103K BakcuHa): 3a4epBABaHE HA MACTOTO Ha
HHKEKTHpaHe; NoBHLLena TeMneparypa 38 °C v nopeue

Hecty (Morar 1a ce nossat nph 10 1 Ha 10 103u Bakcuna): 6onka M MOAyBaHe HA MACTOTO HA
HHXEKTHPaHE; MOBHIIeHa Temnepatypa 39,5 °C u noseve; oOpue (bNkK); iHOEKUKUA Ha FOPHUTE
JHXATEHH MbTHUIA

Heuectn (Morart na ce nossar npu 10 1 Ha 100 1031 BakcHHA): HH(EXUHA HA CPENHOTO YXO; TOAYBaHE Ha
TUMQHHTE Bb3K (3k1e3u B o6NacTTa Ha WHATA, MO4 MHLIHHLATA HiH cnaGununte); 3aryba Ha aneTwr;
HEPBHOCT; HeoOHYaeH Nnay; 6e3chHHE; 3a4ePBABAHE, IPASHEHE M CLIZEHE OT OUHTE (KOHIOHKTHBHT):
OPOHXHT; Katluua; NOAYBAHE Ha OKONOYIIHHTE XK/e3H (Ne3u B 0GnacTTa Ha 6ysuTe); anapus;
[OBpPbLUAHE

Peaky (Morat xa ce nosear npu a0 1 Ha 1000 fo3u BaKCHHA): rbpUOBE, CHITLTCTBALIM MOBHILABAHE HA
TEMNEPATYPATA; ANEPTHYHH PeaKLHH

Cnea nyckaneto Ha nasapa na [Ipuoprkc B Mabk Gpoif cliyuan ca choBLaBaHK ClEIHHTE HeXeNaH!

peakLHH:

- 6o5ika B CTAaBHTE M MYCKYJIHTE

- TOYKOBHIHW HH MaNKH KPbBOM3IUBH, HITH CHHUHH, NOABABALIH CE NO-IECHO OT OGHKHOBEHO, KOUTO
€a B pe3ynTat Ha NnoHwkex Bpoi Ha TpoMOoLUTHTE

- HEOHaKBaHa KMBOTO3acTPAIlaBalila aleprHyHA PEaKilus

- HHGEKUMS HNH BB3NANEHHE Ha MOYbKA, MPLOHAYHMSA MOIBK M nepudephnTe HEPBH, BOJELLH 1O
BPEMEHHO 3aTpy IHEHHE NPH X0AeHe (HecTaGHIHOCT) M/uau BpeMeHta 3aryba Ha KOHTPON BLpXy
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IBHKEHHATA HA TANOTO, BL3NAJCHHUE HA HAKOH HEPBH, Bh3MOXCHO C YCEIIAHE 3a ,,HTIHUYKH" HIH
3aryba Ha yceluaHe, WM Ha CNOCOGHOCT 33 HOPMANHO ABHXKEHHE (CHHAPOM Ha [Unen-Bape)

- CTECHfABAHE UIH 3aNMyILLBaHe Ha KPLBOHOCHH ChAOBE.

- epHTema MyJTHGHOPME (CHMNTOMMTE Ca YePBEHW, YeCTO ChpOAlIM neTHa, noao6HH Ha oGpHBa NpH
MOPOUITH, KOMTO Ce NOABABAT MBPBO MO KPAHHHLKTE, @ NOHSKOTa H N0 AKLETO U 11O LANOTO TANO)

- CHMNTOMH, OAOOHH Ha Te3U NP MOPOUAH H NAPOTHT (BKIIIOYUTENHO BPEMEHHO GONIe3HEHO
NoAYBaHe HA TECTHCHTE H MOAYTH XNE3H NO LIHATA)

CrobluaBane Ha HexKeJlaHH PpeakLHH

AKO NONYYHTE HAKAKBH HEXENAHH NIEKAPCTBEHH PEakLMH, yBeaoMeTe Balliua nekap iy dapmauepT.
Tosa BKkAO4BA BCHUKU BB3MOAHH HEOTIMCAHY B TA3W INCTOBKA HEXeENaHy peakui. MoskeTe cblilo Aa
CBOOIINTE HEXENAHH peakLUMH AMPEKTHO Ha:

HM3nbnHHTENHA areHLMA MO ieKapeTsaTa

ya. Jamau [pyes* Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcait: www.bda.bg

Karo chobwasarte Hexenann peakuiu, MoxeTe 1a AafeTe CBOS MPHHOC 3a NONyYaBaHe Ha MOBEYE
MH(OPMaLHs OTHOCHO Ge30NacHOCTTa Ha TOBA IEKApCTBO.

5. Kak na cexpanaBate [Ipuopnkc

C'bxpaHsBaﬁ're Ta3H BAKCHHA Ha MACTO, HEAOCTLITHO 34 Jeua.

He u3non3saiiTe Ta3u BaxcHHa ciell CpOKa Ha FOAHOCT, OTGENA3aH BbPXY KAPTOHEHATA OMAKOBKa Clie
» 0neH 10:*. CpOKbT Ha FOAHOCT OTTOBAPA HA NOCNEAHHS AEH OT NIOCOUEHHA MECeL:.

Ha ce cbxpansBa H TpaHcnopTupa B xaaunkuk (2 °C ~ 8 °C).
Jla ne ce zampa3ssba.
Ha ce cbxpansBa B OpMrHHAIHATA ONAKOBKA, 32 Aa Ce NPeanasd OT CBETIHHA.

Cnen pasTapsaHe BakCHHaTa TPAGBA Aa C& M3NM0/13Ba BEAHATA. AKO TOBA HE € Bb3MOXKHO, BAKCHHATA
Tps0Ba Aa ce ChxpaHaBa B xnanunHuk (2 °C — 8 °C) v 1a ce u2n0n3Ba 10 8 yaca ciell pa3TBAPSHETO.

He u3xBbpAsiTE NeKapcTBaTa B KaHANM3aUMATA WM B KOHTEHHEpA 32 JOMalIHH oTnaxbuu. [TonuTaiite
Batuia dapmauesT kak fa H3XBLPNATE 1€KAPCTBATA, KOMTO Beye He u3nonssate. Tesu Mepku e
CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpeaa.




6. CoanpikanHe HA ONAKOBKATA M AONBAHHTEIHA HHGOPMAaIHS
KaxBo cbabpaca Ipuopuke

AKTWBHY BELIECTBA!
Cnen pasreapsHe | no3a (0,5 ml) chabpxa:

JKus ateHtonpan MopGuaeH supyc' (mam Schwarz) He no-Manko ot 10*° CCIDs’*
Xus ateHionpan napoTuTen Bupyc' (iam RIT 4385, nonyuen ot wam Jeryl Lynn)

e no-manko ot 10*7 CCIDsy*
JKus areHtoupau pyGeonen Bupyc? (waM Wistar RA 27/3) He no-Manko ot 10*? CCIDs*

' NpoH3BeseH B NMACIIKKM eMEPHOHANHH KETKH; * NPOM3BENEH B YOBEWKH AHILNOHAHH (MRC-5) kneTkn;
* CCIDso — KNETHYHO-KYMTYPENHH HHDEKUHOHH 1034 50%

Jpyru cbCTaBKH:

[Ipax: aMAHOKHCENMHH (BKTIOYUTENHO (DEHHIANAHHH U TIPOIMH), NaKTo3a (6e3B0AHA), MAHWTON (E421),
copbuton (E 420), cpena 199 (chabpka deHunanianii, napaaMMHOGEH208HA KHCENUHA, nomucopbar 80
(E 433), nponun, HaTpwii u kanuii).

PazTBopuTEN: BONA 33 HHAKEKLMH

Buxre Touka 2 ,,JTpuopukc chanpsxa copburon, napaaMHHODEH30€Ha KNCeNHHa, (heHNaNnaHun,
nonucopbar 80, nponun, HaTpuit ¥ Kanuii®.

Kak m3arnexna [pnopike M KAKBO ChALPXKA ONAKOBKATA

Tlpax v pa3TBOpHTEN 32 HHXEKUHOHEH pa3Teop. [TpaxbT npeAcTasnspa Gene3HnKaBa A0 NEKO POIOBO
OLBETEHA KOMMAKTHA Maca, 4acT OT KOATO MOXKE Aa € XXbATeHNKaRa 0 JIEKO opaHkesa, PasTBopHTenaT e
O6HcTbp b6e3uBeTEH pasTBop.

[TpHopHKe ce CheToM OT:
- npax 3a ] n03a B cTbKNeH $aakoH,
- pa3sTtBopuTen 3a | A03a B CTLK/EHA aMnyna.

Onakogka no 100.
TIpuTexaTten Ha papewmleHHeTO 3a ynoTpe6a H npPoOH3BOIHTE

GlaxoSmithKline Biologicals SA
Rue de I'Institut, 89

1330 Rixensart

benrus

HaTa Ha nocneaHo npepasriexiane Ha TAcToBKara: (04/2026
Apyru 13royHnuy Ha HHPOPMAUHA

lMonpo6Ha uudopmauKs 3a TOBa NEKAPCTRO € NpefoCTaBeHa Ha yefcaiiTa Ha M3MbHUTENHA areHIlHA 10
neKapcTeara.




INocoueHaTa no-aony HHdJOpMal.lHﬂ € NpeiHasHa4YeHa CaMO 3a MEIHLUHHCKY CMSUHATUCTH,

KaxTo npu BCHUKH MHKEKUHOHHH BAKCHHM, BHHArH TPAOBA 14 MMa FOTOBHOCT 33 ChOTBETHO MEAHLIMHCKO
nevexue v HaGIONEHKE, B Ciy4ail Ha psaKa aHAadHTAKTUYHA peakLus Ce] NPUIOKEHHETO HA BAKCHHATA.

ANIKOXONBLT M ApyTUTE Ae3MHMEKIHONHH CPEACTBA TPAGBA 1a CE OCTABAT Aa CE HINAPAT OT NOBLPXHOCTTA
Ha KOXKaTa Npean HHKEKTHPaHEe Ha BaKCHHATA, Thil KATO Te MOTAT A2 HHAKTHBHUPAT aTEHIOUPAHHUTE
BHPYCH BLB BAKCHHATA.

[Iproprkc He Tpa6Ba Aa ce Npuiara BbTPECHAOBO NPH HHKAKBH 06CTOATENCTBA.

Tlpu nunca Ha NpoyyYBaHKA 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH TPOAYKT HE TpAbBa Ja ce CMecBa ¢
APYFH NEKapCTBEHH MPOAYKTH.

[lpenu pasTapaHe H Npeau NpHICKeHIe Pa3TBOPHTENAT H PA3TBOPEHATA BAKCHHA TpAGBa Ja ce npernesar
BH3YallHO 32 YYXAH 4aCTHUH W/HIH OTKIOHEHHA OT HOPMATHUS BhHLLEN BAJ. B ciyuait ue ce nabnonasa

HAKOE OT ABETe, HE W3noa3BaiiTe pa3sTBOPHTENA UK PAa3TBOpPEHATA BAKCHHA.

lNopaau mManku konebanus 8 pH UBETHT Ha pa3TBOpEHaTa BAKCHHA MOKE 1a BApHpa — OT BHCTpa
OpaHKeBO-p030Ba 10 UHKIAMEHO OliBeTeHa, 63 TOBa J1a ¢€ 0TPa3qsa Ha AKTHBHOCTTA M.

Baxkcunara Tps6pa 1a ce pasTBopH upes 100aBSHE Ha LANOTO ChALPKIHHME HA AMMYNATA C PA3TBOPUTEN
KbM (aKkoHa, CbAbPXKALL Mpaxa, KaTo ce M3MoN3ea noaxoasa urna (21G ao 25G).

Pasknarete n0Gpe A0 NBAHOTO pa3TBapsHE Ha Npaxa B Pa3TBOPHTENS.
M3rernere uanoto cuabpkaHKue Ha pnakoHa.
3a npunaraHeTo Ha BakcHHaTa TPAOBA 42 Ce M3MO13BA HOBA Ura.

Cnen pa3reapsne BakcuHarta TpAOBa Aa Ce M3MON3BA BEAHAra. AKO TOBA HE € BLIMOXHO, BAKCHHATA
TpaGBa a ce cbXpaHsaBa B xAanuHKK (2 °C — 8 °C) 1 na ce W3NON3Ba A0 § Haca cnes pa3TBapIHETO.

Heusnon3saHWAT NeKapcTBEH NPOAYKT MM OTNANBYHHTE MATEPHATU OT HETO TPSOBA 1a Ce WIXBLPIAT B
CbOTBETCTBHE C MECTHHTE H3UCKBAHHS.
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JIncroBKa: nHGopMann 3a norpeduTes

[IpropuKe, npax # pa3’TBOPHTE. 32 HHAKEKLHOHEH PA3TBOP B NPeBAPHTE/THO HANTb.IHEHA
CIPHHUOBKA
Priorix, powder and solvent for solution for injection in a pre-filled syringe

BaKCHHa cpeLly MOpOHIIH, MapoTHT M pybeona (:KuBa)
Measles, Mumps and Rubella vaccine (live)

ITpouereTe BHHMATETHO USAIATA JTHCTOBKA, PEAH TA3H BAKCHHA A2 Bu 6bae npuioxkena, Thii KaTo

TA ChABbPKa BaxHa 3a Bac mHpopmauus.

- 3anazeTe Ta3u nucToBKa. MoOXe J1a ce HAalOKH J1a s POYETETE OTHOBO.

- AKO MMaTe HSKaKBH OMbJHUTENHH BLIPOCH, nonuTaiite Bawns nexap unu papmauesr.

- Ta3sn Bakcuna e npeanucana nnuHo Ha Bac. He s npeorcrbnsaiite Ha apyru xopa.

- AKO NONY4HTE HAKAKBH HEKENaHH IEKAPCTBEHH peakiiuy, yBeaomere Bawuus nekap uiu
(apmauest. ToBa BK/IHO4BA M BCHYKH Bb3MOXKHH HEXKENaHU PEaKilMi, HEOMHCAHH B Ta3H JTHCTOBKA.
BuxTte Touka 4.

Tasn nueToBKa € HanKcaHa, KaTo ce Npenoara, e s 4eTe JIMLETO, Ha KOETO Ce NPHIIara BAKCHHATA, HO

BAKCHHATA MOXKE /14 C€ NpUJIara Ha Bb3pacTHH W HA JIela, Taka ue Mo)Ke J1a A YeTeTe 3a IETeTO CH.

o '5 il NHA ATEHUWA NO NEKAP

KakBo cbabpoxa Ta3n IHCTOBKA: o

KakBo npencrapissa [IPHOPHKC ¥ 32 KAKBO Ce M3MOM3BA" "~ /Jucrome - —
Kakso Tpsa0Ba na 3Haete, npean na Bu npunoxar ﬂpHOpMK 9‘? 0 O\FI/ ‘
Kak ce npunara [Tpuopukc , —
Bb3MOXKHH HexeNnaHu peakuuu | Paspswerue | NE annn
Kak na cvxpansiBate [1puopmkc | BG/iA/MP ;.72 J/O _.] v T0m LU i
ChbabpkaHHe HAa OMaKOBKATa H AOMbIHHTEIHA HHd)OpMaUHﬂ ) ' ]

ok L —
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1. Kakso npeacrapasisa [Ipuopukce 1 3a KaKBO ce H310/13Ba

[Tpropuke e BakcuHa 3a NpuOKeHHe NPH Jela Ha Bb3pacT 9 Mecela 1 noseye, IOHOLIN U Bb3PAcTHH 3a
npeanassaxe ot 3a00/15BaHusA, IPHUHHABAHU OT BUPYCHTE HA MOPOMJIH, NAPOTUT M pyGeona.

Kak aeficrBa IIpnopukce
Koraro yoBek ce BakcuHHpa ¢ [IpHOpHKC, HMyHHATa CHCTEMa (ECTECTBEHATA CHCTEMA 3a 3aLNTa Ha

OpraHH3mMa) H3paboTBa AaHTHTE/IA 3a 3alMTA HA BAKCHHUPAHUS OT HH(EKLHS ¢ BUPYCHTE Ha MOPGHIIH,
napoTuT U pybeona.

Bbrpekn ye [pHopHKC Chabpka KHUBH BUPYCH, T€ Ca MHOTO C1abH W He MOoraT J1a MPUYHHAT MOPOMIIH,
MapoOTUT WK pyOeoa Npu 31paBu JinLA.




2. KakBo Tps6Ba aa 3uaere, npenu 1a Bu npuaoxar Ipuopnke
Ilpnopuke He TpaGea aa ce npraara, ako

. CTE aNCpruHU KbM HAKOA OT CHCTABKHTE HA Ta3W BakCHHA (M36poeHH B Touka 6). [pusHaunte Ha
anepruyHa peaklusa MoraT 1a BKIIOUBAT ChpOALL KoXeH 0OPHB, HENOCTHI HA Bb3AYX W MOAYBAaHE Ha
NHUETO HITH e3HKa

. €€ 3HAE, 4€ CTE aNepruyHi KbM HEOMHLHH (2HTHOHOTHK). YCTaHOBEH KOHTAKTEH AePMATHT (0SB
Ha KoXeH 0OpHB, KOraTo KOXaTa ¢ B IMPEKTEH KOHTAKT ¢ allepreHi KaTo HEOMHLIMH) He 6
TpsGBano Aa e npofnem, HO MLpBO TPAORA 14 ce koHcyaTHpate ¢ Bauina nekap

] MMaTe TexKa HHpexumns ¢ Bucoxa remneparypa. B To3u cnyuvail, BakcuHauusTa e 6bae oTaoxkena
Ao Bb3CcTaHOBABaHE. JIeKH HH(EKUNH, KATO HACTHHKA, He ca TPobeM, HO NBPBO TpsGBa Aa ce
KOHCYynTHpate ¢ Bawmus nexap

. HMaTe HskakBo 3abonaBaxe (KaTo BUPYCa Ha YOBEIUKUS HMYHOAEDHUMT (Hapiuan HIV win XHB)
HJTH CHHAPOM Ha pUAOGHTa MMYHHA HepocTaTbuHocT (CITHUH)) nan npeau He MHoro Bpeme Bu e
NpUIaraHo WM BCE OLUE NpUeMATe HAKAKBO JIEKapCTBO, KOETO OTC1a0BA MMYHHATA CHCTEMA (C
H3KMOUEHHE HA KOPTUKOCTEPOHAH B HHCKA 1032 3a JIeUEHHE HA 4CTMA WIIH KaTO 3aMEeCTHTENHA
Tepanus). lanu Moxe na Bu 6bae npuioxkeHa BAKCHHATA LLE 3aBHCH OT CTENEHTa Ha HMyHHUTe Bu
3aLLUTH

. cre Opemenna. Ocsen ToBa, TpsaGBa Ha ce u3bsrea 3abpemensapane | Mecew caen BaKCHHHpAHETO.
INpeaynpexaenns 1 npeanazHu MepKH

Fosopere ¢ Bawns nekap uan dapmauest, npeau aa Bu 6nae npunoxer INpropuke, ako:

®  1MaTe HapylleHHsA Ha LUCHTPARAHATA HepBHa CHCTEMa, aHAMHE3A 32 I'bpd, ChITHTCTBRAL TOBHIIABAHE HA
TeMnepaTypaTa i ¢paMuHa aHaMHe3a 3a rbpUoBe. B cnyuaii Ha BHCOKa TeMnepatypa cnen
BaKCHHALMATA, MOJIS BelHAra C€ KOHCYATHpaiiTe ¢ Bawuuns nekap

¢ CTC HMaNM HAKOTa TEXKKA ANEPTrHYHA PeaKuus KbM gifueH 6enTok
€lell BAKCHHAUNA CpeLy MOpONIH, NapOTHT uak pydeona cTe uMaIH HeXeNaHa peakuus,
BKJFOYBALLA IECHA N0ABA HA CHHUHH HAH NO-NPOIBL/IKHTENHO 0T 00HYAHHOTO KbpBeHe (BHMKTE TOUKa
4)

®  WMate otcnabeHa #MyHHa cucTema (Hanp. HHdekuns ¢ XMB) nau e 3anounere ynotpeba Ha
NeKapeTBo, koeTo OTC1abBa MMYHHaTa cHcTema. TpaGsa na GbleTe BHHMATENHO NPOCAEANBAHH, Thil
KaTo OTFOBOPHTE KbM BAKCHHHTE MOXE Aa HE Ca JIOCTAThYHH, 33 Ja OCHI'YPAT 3aUIMTa CPELy
3abonsBaHe (BUXKTE No-rope B Touka 2 ,,Ilpuopkkc He TpabBa na ce npHIara, ako®).

IMpunanbk MoKe A2 HACTBLITH (OGHKHOBEHO PH KOHOLLN) CEIL HITH AOPH MPEIM BCAKO MHXXEKTHpaHE ¢
Hrna. 3aToBa HHPOPMHpaNiTe Nexaps WM MEIHUHHCKATA CECTpa, AKO CTE MPHIALATH NPU NPeAHILHA
HHKEKUHA.

AKO ce BaKCHHMpaTe A0 72 yaca Cies KOHTAKT ¢ GONeH OT MopGuIH, [Ipuopukce we Bu npeanasu ot
3abonaBaHeTO 10 M3BECTHA CTEMEH.

Heya na ev3pacm nod 12 meceya
Heuara, BaKCHHUPAHH TIpe3 NbpBaTa rOAHHA OT XHBOTA, MOXE 4 He 6bAAT HANBIHO npeanaseHH.
Bawusat nekap we BH nocnBeTBa JaiH e HEoOX0AHMO MPUIOKEHUE HA AOMBLIHHTENHH J03H BAKCHHA.

Kakro Benuku BAKCHHH, anOpHKC MOXE a HE TPEANa3u HANBRHO BCHYKH, KOHTO Ca BAKCHHHPAaHH.
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Jpyru nexaperea u IIpHopuke

Tpabea aa kaxete Ha Balika nexap, ako npuemare, HACKOPO CTE MPHEMAIM HIK € BBIMOXKHO Aa
npHeMare ApyrH fekapcTsa (MAH APYTH BaKCHHH).

[IpHopuKke MoXe aa ce npunara eKOBPEMEHHO C IPYTH BAKCHHH KATO BAKCHHU Cpelly AR(TepHs,
TETaHyc, Kokmow (be3kneTvuna), Haemophilus influenzae Tan b, nepopanHa Uiy HHAKTHBHPAHA BAKCHHA
CpeLLy NONHOMUEIHT, BRKCHHM CPELLY XENATHT A, XenatHT B, Bapuuena, MEHHHIOKOKH OT ceporpyna B,
KaKTO H KOHIOTaTHH BAKCHHH CPeLlly MEHMHIOKOKH OT ceporpyna C UK MEHHHIOKOKH OT Ceporpyni A,
C, W-1351 Y,  THEBMOKOKOBH KOHIOTaTHH BakCHHU. [oBopeTe ¢ Bawusa nexap nnm MeIHUHHCKA cecTpa
3a JONBIHUTENHA HHAOPMALIKS.

3a BcAKa BakcHHa Tpsa©Ba 1a ce H3MOJI3BA PA3NMYHO MACTO HA HHXKEKTHpPAHE.

Ilpenopbuea ce, ako He ce NpHIOKAT €NHOBPEMEHHO, HHTEPBAILT MEXIY NPHIOKEHHETO Ha [TpHOpPHKE H
IpPYTHTE XHBH aTEHIOMPAaHW BaKCHHH, /13 € HalH-Mallko eauH Mecell,

BawnsTt nekap Moxe Aa 0TIOXH BaKCHHALMATA Hal-Manko 3a 3 Mecewa, ako By e nanpaseno
KpbBONpenuBaHe WK ¢a Bi Npunarany yoBelIKY aHTHTENA (MMYHOrIOOYIHHHK).

B cnyuaii, ue TpaGea na 6bae HanpaseH TyOepKy IHHOB TecT, TecThT TPA6BA a ce HATPaBH npeau, 3aeaHO
ChC HAK 6 ceaAMHIM crien BakcHHauuATa ¢ TTpHOpHKC,

bpeMeHHOCT, KbpMene B depTHINTET
[Mpuopukc He TpabBa aa ce npuaara Ha GPEMEHHH XKEHH.

AKO cTe OpeMeHHa HITH KbPMHTE, CMATATE, e MOXe a CTe HPeMEHHA MM nhaHnpate 6peMeHHOCT,
nocbBeTBaiTe ce ¢ Bawns nexap uiH gapmaueBT npenn NpHICKEHHETO Ha Ta3H BakcHHA. ChLUO Taka e
BaXHO Ja HE 3a0peMeHABATE B PAMKHTE Ha €/IMH Mecell cnes KaTo Bu e npunoxena saxkcunara. o speme
Ha TO3H NeproA TPAOBa Aa H3NoJ3BaTe edeKTHBEH METO/, 33 KOHTPALENLUMS C UeA Npeana3pate ot
3abpeMeHsBane.

Mpropuke cbabpxa copbuTOIl, NapaavMuHoGeHI0EHA KHCETHHA, henuIaannn, noancopbaT 80,
NpPOAHH, HATPHH H Kaauii

Ta3u BakcHHA chabpka 9 mg copbuTon Ha ao3a.

Ta3u BaKCHHA ChAbPXKA MapaaMMHOGEH30eHA KHCeIHHA. TS MOXKE 1a IPUUMHU ANEPTUYHH PeaKLHH
(BepoATHO OT 330aBEH THN) U B MHOTO PeaKH Clly4an OPOHXOCTIA3bM.

Ta3u BakciHa cbabpxka 334 MukporpaMa deHnnananiH Ha 103a. GennnananunbT Moxe 1a Bu Haspeau,
aKo umate GeHNNKETOHY PHSI, PAIKO FeHETHHHO 3a60NABAHE, NPH KOETO CE HATPYNBa (EHHTANIAHHH, Thil
KaTo OPraHu3MbT HE MOKE Aa IO OTAENS NPABHAHO.

Ta3n BakcuHa cbabpxka 0,65 MrkporpaMa nomicop6ar 80 Ha gosza. lonucopSaTHTe MOTaT aa MPHYMHAT
anepruyHu peakuns. TpabBa 1a kaxeTe Ha Bauns nexap, ako MMare YCTaHOBEHH alepriu.

Ta3u BakcuHa chabpska 407 MHKporpama nmponnH Ha 103a. [1ponun moxe na Gb/ie BpeaeH 3a NaLuHeHTH ¢
XUNEPNPONHHEMHS, PAIKO MeHETHYHO HAPYIUEHHE, MPH KOETO B OPFraHH3Ma Ce HATPYNBA NPOHH. AKO
HMATE XHNEPNPOAHHEMHS, HE H3MON3BaHTE TOBA NEKApCTBO, OCBEH ako Batuuar nekap ro e npenopbuan.
Ta3u BakcHHa Chabpxka no-manko ot | mmol HaTpuii (23 mg) Ha 033, T.€. MOXKE Aa CE Kake, ye
NPAKTHUYECKH HE CBALDKA HATPHI.




Ta3su BakcHHa chabpxa Kanuid, no-mManko ot 1 mmol (39 mg) Ha 1033, T.€. NPAKTHYECKH HE CLABLPKA
KaJini,

3. Kak ce npunara Hpuopukc

[IpHopHKc ce uHKEKTHPA NOA KOXKATA HIH B MYCKY/l2 Ha FOPHATA YacT Ha PbKATA, WM HA BLHIIHATA YacT
Ha Beapoto.

TIpHopHke € npeaHasHaueH 3a Jielia Ha BL3PACT Hal-Manko 9 Mecelia, KOHOIIH H Bb3PacTHH.
lMonxoasoTo BpeMe 3a BAKCHHHpaHe W GPOAT HEXKEKLMH, KoWTo Wie Bu 6naat Hanpasety, we Gbaat
onpezeneHH oT Bawua nekap, CbriacHo ChbOTBETHHTE OPHUHATHU IPENOPLKH.

Bakcyunara Hukora He TpAGBa a ce punara BbE BEHA.

4, BhiMOXKHH HeXeJaHH PeAKUHH

Kakto BcHuku REKApCTBa, Ta3H BAKCHHA MOXE J1a NpeAH3BHKA HEXKENAHH PEakUHH, BLNPEKH Y€ HE BCEKH
' nonyyasa.

Hewxenanure JICKapCTBEHH PEeaKLHHU, HabmonasaHu no BpEME Ha KIHHHYHH H3NHUTBAHHA C ﬂpHOpHKC, ca
CIEOHUTE.

MHoro yecth (Morar a ce nOABAT IpH noseve oT | Ha 10 103K BaKCHHA): 3aYePBABAHE HA MSCTOTO Ha
HHXXEKTHpaHe,; NOoBHIEHa TeMniepaTypa 38 °C u noseue

Yectn (morar 1a ce noseat npu 10 | Ha 10 1034 BakcHHa): Gonka 1 NOAyBaHe Ha MACTOTO Ha
HHKEKTHPAHE; MoBHIIEHa TeMnepatypa 39,5 °C u noseye; o6pHB (Nbnku); HHPEKUHA Ha ropHHUTE
AWXATeNHU NbTHILE

Hedectu (morar aa ce nosasaT npu 10 | Ha 100 1031 BakcHHa): MHDEKUNA Ha CPEAHOTO ¥X0; NOAYBaHE Ha
NMMMGHUTE BB3NK (kNe3n B 00NacTTa Ha WHATA, NOA MULIHKLATA IH claGURNHTE); 3ary6a Ha areTuT;
HEPBHOCT; HeoOHyaeH nnau, 6e3chHHE; 3auepBsBaHe, IPa3HEHE U CHA3EHE OT O4HTE (KOHIOHKTHBHT):
OPOHXHT; KalKLa; NOAYBAHE HA OKOJNOYLUHHUTE XKIe3M (kNe3u B o6nacTTa Ha Gy3uTe); hmapus;
NOBPBLIIAHE

Peaxu (Morat na ce nossat npu 10 1 Ha 1000 1031 BakcuHa): FbPUOBE, CHABLTCTBALLM OBHILABAHE HA
TEMIIEPaTypaTa; alepruiii peakLnK

Cnen nyckaHeTo Ha nasapa Ha [TpHOPHKC B MaTbK 6poi cllyyan ca CLOBLIABAHH ClIEIHHTE HEXENaHH

peaKkLmu:

- fonka B cTaBuTe H MyCKyaMTE

- TOUKOBHAHM HJIH MAJIKW KPbBOW3/IHBH, HNIH CHHHHH, NIOABABALLM CE M0-TECHO OT OOMKHOBEHO,
KOMTO Ca B pe3yTaT Ha NounxkeH 6poit Ha TpoMBouMTHTE

- HEO4aKBaHa XHBOTO3acTpallaBallla aNepruyha peakLns

- HHOEKUHS UNK BbINANEHHE HA MOIbKA, MPLOHAYHHA MOFbK H NepudepHHTE HEPBH, BOAELUH A0
BPEMEHHO 3aTPYAHEHHE NPH XOACHE (HeCTAOUIHOCT) W/HIH BpeMeHHa 3aryGa Ha KOHTPON BBPXY
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JABHXCHHATA HA TANOTO, BH3NANCHHE HA HAKOH HEPBH, BL3MOXKHO C YCELIAHE 38 , HIIMUKH® UITH
3ary6a Ha ycellane, UM Ha CoCOGHOCT 33 HOPMAJIHO ABYXEHHE (CHHAPOM Ha I'nnen-bape)

- CTECHABAHE HJIM 3alylIBaHe HA KPbBOHOCHH ChI0BE

- epHTeMa My ITHGOPME (CHMITOMHUTE Ca YEPBEHH, YECTO ChPOAILH NeTHa, NoobHM Ha o6puBa npu
MOPGHITH, KOMTO Ce NOABSBAT MBPBO 110 KPaHHHLKTE, a TOHAKOra H 110 JIMLUETO ¥ MO LISI0TO TANO0)

- CHMITOMH, MOAOOHH Ha TE3H MPH MOPOHNH U MAPOTHT (BKIIIOYHTENHO BPEMEHHO GONIE3HEHO
NOZYBaHE HA TECTHCHTE H MOAYTH XNE3MN NO WHLTA)

CrobmasaHe HA HeXXeJIaHH PeaKIHH

AKO MOJIyHHTe HAKAKBU HEXENAHU NEKaPCTBEHHU PeakUnK, yBeaomeTe Baurus nexap nau apmauesr.
ToBa BK/IKOUBA BCHUKH BB3MOXHH HEOMHCAHH B Ta3H JIMCTOBKA HeXENaHH Peakuui. MoeTe cbllo aa
CLOOLINTE HEXENAHH PEaKLHKM JUPEKTHO Ha:

M3nbaHuTenHa areHund No nekapeTeara

yiL , JamsH Tpyes™ Ne 8

1303 Codims

Ten.: +359 2 8903417

yebealit: www, bda.bg

Karo cpobiuaBare Hexenann peakili, MoxeTe Ja [ajeTe CBOS NPUHOC 3a NO/IyYaBaHe Ha MOBeUe
HH(pOpMaUKs OTHOCHO BE30NaCHOCTTa Ha TOBA JIEeKapCTBO.

5. Kak 1a cbxpansBate Ilpuopunke
CoXpausBaliTe Ta3u BAKCHHA Ha MACTO, HEAOCTBIHO 34 JellA.

He usnonssaiite Ta3u BakchHa cien CpOKa Ha ro/JIHOCT, OTOENAZaH BHPXY KAPTOHEHATA OMAaKOBKA cien
~l'oleH no:*.

Ala ce chXpansBa M TpaHCOpTHpa B xnagunsuk (2 °C - 8 °C).
Jla He ce sampassea.

I[a C€ CbXpaHsBa B OPHUTHHAJIHATA OMAaKOBKA, 34 /1a ce NpeanasH OT CBETNHHA.

Cnen pasTeapane BakcuHata TpAOBa Ja Ce H3NO3Ba BeHara. AKO TOBa HE € Bb3MOKHO, BAKCHHATA
TpabBa 21a ce cuXpansBa B xnaguanuk (2 °C — 8 °C) n 1a ce uanoasea go 8§ yaca cnen pPa3TBAPSHETO.

He n3xBbpasiiTe nexapcTata B KaHANM3aUMATa UIH B KOHTeHHEpa 33 AOMAWIHY oTnaabuu. Monuraiite

Bawnsa dapmaiiesr KaKk 1a H3XBLPJIATE JEKAPCTRATa, KOUTO Beue He M3noasparte. Tean MEpPKH L1
CHOMOTHAT 32 ONa3BaHe Ha OKOJIHATA cpeaa.
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6. CoabpxanHe Ha ONAKOBKATA H AONBAHHTETHA HH(OPMAaNHS
Kakso ceaspia [IpropHke

AKTHBHH BelIECTBA:
Cnen pasreapsne 1 noza (0,5 ml) coanpxa:

AKus arexronpan MopGHaen supyc' (wam Schwarz) He no-manko ot 10*° CCIDss’
JKus arenronpan napothten Bupyc' (wuaM RIT 4385, nonyuen ot wam Jeryl Lynn)

He no-manko ot 10*” CCIDsy*
JKus arenionpaH pyGeonex upyc? (am Wistar RA 27/3) He no-manko ot 10*° CCIDs*

' npousBeneH B NUNEIKH eMEPHOHANHH KieTKH; - NpOH3BEAEH B HOBELIKH AUNIOHAHH (MRC-5) kneTkh;
* CCIDso — KNETBYHO-KY Ty peNHi HHDEKLMOZHH 103K 50%

Jpyru cbeTaBKu:

[Ipax: amrHOKHCENMHH (BKITIOUHTETHO BEHUTANaHNH U IPOHH ), NAKTO3a (6e3Boana), mauuton (E 421),
copburon (E 420), cpena 199 (cbavpxa deHunananuy, napaaMHHOGEH30eHa KHCENNHA, nonucopGar 80
(E 433), nponuu, natpnii u kanui).

PasreopuTen: Bosa 3a HHXKEKUHH

Buxre Touxa 2 ,,[lpropuxc cbabpka copbuTos, napaaMmuHoOeH30eHa KHCeNHHa, deHuNanaHmH,
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nonucopbar 80, nponuH, HATPHH M KaTHR®.
Kaxk #3raexna IpropHKe B KaKBO ChALPKA ONAKOBKATA

[Tpax n pa3TBOpHTEN 32 MHXEKLMOHEH PA3TBOP B MPEABAPUTENHO HATBIHEHA CIPHHLOBKA, [TpaxbT
npeacTaBnABa 6ene3nnkasa A0 JEKO PO30BO OLBETEHA KOMNAKTHA MAca, YacT OT KOATO MOXKE 14 €
KBITEHHKABA 110 JICKO Opahkesa. PasTeopuTenar e GucThp Ge3useren pasTBop.

[pHopHKe ce cheTOU OT:
- mpaxsal mo3a B cThKAEH duiakoH,
- pa3TBOpHTen 3a | 103a B NPeABAPHTENHO HAMbIHEHA CIPHHLIOBKA.

Onaxosiy mo 1 uau no 10, ¢ no 2 oTAeNHE HENH WK 6e3 uraM. He BCHUKH BHAOBE OMAaKOBKHW MOTAarT fa
ObaaT nycHaTH Ha nasapa.

TIpuTexkaTen Ha pazpemieHHETO 3a yiorpe6a M MPOH3IBOAHTEN

GlaxoSmithKline Biologicals SA
Rue de I’Institut, 89

1330 Rixensart

benrus

Hata ua nocneano npepasriexkaane Ha aAucToBKaTa: 04/2026
Apyrs H3ITOUHHIUN HA nudopManus

lTonpobHa uHgopmauKa 3a TOBa NexapcTBO € NpefocTaBeHa Ha yebcatita Ha M3nbaHnTENHa areHuns no
NekapcTeara.




[TocoueHara no-a0may HHd)OpMall[/ISI € [peJiHa3Ha4yeHa caMo 3a MeJMUIHHCKH CIEUHATUCTH:

Kakto NpH BCHYKH HHKEKLUHOHHH BAKCHUHU, BUHATH TpﬂﬁBa Ja UMa rOTOBHOCT 34 CbOTBETHO MEIHLIMHCKO
JIEYCHHE H HB6JIEOIICHH€, B cnyqaﬁ Ha psakKa aHad)HJ'IaKTW—IHa peaKunsa caen npuaoKEeHHETO Ha BakCHHarTa.

ANKOXOTBT W ApYrUTe Ae3MHPEKUHOHHM Cpe/IcTBa TPsOBa 1a Ce OCTABST J1a Ce U3NapAT OT NOBLPXHOCTTA
Ha KOXKaTa Npeiin HHKEKTHPaHE Ha BAKCMHATa, Thil KATO Te MOraT 1a HHAKTHBMPAT aTEeHIOMPAHHTE
BHPYCH BbB BaKCHHaTa.

[Tpnopuxke He TpadBa n1a ce npuiiara BLTPECHA0BO NPH HUKAKBH 0OCTOATENCTRA.

[Tpu nunca Ha npoy4BaHus 3a HECLBMECTUMOCTH, TO3HM J1EKAPCTBEH NPOYKT He TPAOBA Ja ce CMecBa ¢
APYTH IEKapCTBEHH NPOIYKTH.

[Npenn pasteapsiie W npeau NpUIOKEHHE PA3TBOPHTENAT M Pa3TBOPEHATa BaKCHHA TPOBa 1a ce
Mperieaar BU3yaiHo 3a YyKIAH YaCTHLM W/UJIH OTKJIOHEHHS OT HOPMAJTHHA BbHILEH BuA. B ciyuaii ve ce
HaOmoaBa HAKOE OT BeTe, He H3NO0N3BaiiTe PAa3TBOPHTEIS N PA3TBOPEHATa BAKCHHA.

[Mopann mankn konebanns B pH LBeTHT Ha pa3TBOpeHaTa BAKCHHA MOXKE /1a BapHpa — OT GHCTpa
OpaHkeBO-PO30Ba 110 LUHKJIAMEHO OllBeTeHa, Oe3 TOBa /J1a ce 0Tpa3sBa Ha aKTHBHOCTTA Ii.

Bakcnnara tpsbsa na ce pa3tBopu upe3 106aBsiHe Ha LSJIOTO ChAbPKAHHE HA NPEIBAPHTEIHO
Hanb/JHEHATa CNPUHLOBKA C pAa3TBOPUTEN KbM (PNAKOHA, ChABbPKALL NIPaxa, KaTo Ce U3M03Ba NOAXOAAIA
urna (21G no 25G).

3a na NMPHUKPENHTE HrN1aTa KbM CIIPHHLOBKATa, BHUMATENHO NpoYETETE UHCTPYKLIHHUTE.

XBaHeTe CNPHHIIOBKATA 3a TANOTO, a He 3a 6y Tanoro,
HHTO 3a Jiyep-nok aaantopa (J1JI-anantop).

OTBHHTeTE Kanaykata Ha CIPHHLIOBKATa, KaTo s
3aBbPTHTE B MOCOKA, 0OpaTHa Ha YaCOBHMKOBATA
Kanauka CTpeJika.




3a na NpUKpenuTe UriaTa KbM CrIpHHLIOBKATA,
BHUMATEJIHO CheAMHETEe KOHEKTOpa Ha MriarTa ¢
KouexTop Ha ufata JlJI-apantopa u 3apbpTeTe 4eTBBPT 000POT MO NOCOKA
l Ha HaCOBHHKOBATAa CTPeEJIKa, 10KaTO YCETHUTE, Ye €
3aTerHara.

;t," . —E T JIpBKTe Urnata no octa Ha CPHHLOBKATA.

HecnaspaneTo Ha TOBa MOXe Ja NPUUHHM H3KPHBABaHE
1 Ha JlJI-ananTopa u 3ary6a nopaau u3tuuase.

AKO npu crino0sBaHeTo Ha CNPUHLLOBKATA

JlJl-ananTopbT ce oTkauM, TpsOBa Aa ce U3MoJ138a HOBA

/1032 BAKCHHA (HOBHM CIIPMHLOBKA W (1akoH).

PasrBopeTe BakcHHATa, KAKTO € OMHCAHO NMO-1071Y.

He n3nbpnsaiite OyTanoTo Ha CNIPUHLIOBKATA H3BBH
TAN0TO M. AKO TOBA Ce Cy4H, He npuaaraiite
BAKCHHATA.

1. TlpubaseTte pasrsoputens kbM npaxa. Pasknatete 100pe 10 MbAHOTO pa3TBapsHe Ha npaxa B
pa3TBOpHUTESIA.

2

M3rernere usnoTo cbabpkanue Ha dakona.

3. 3a npunaraHeTo Ha BakcuHara TpsOBa 1a ce W3Moa3Ba HoBa Uria. OTBUHTETE MraTa OT CMIpHHLOBKaTA
H MPHKPENETE HIjlaTa 3a HHKEKTHPaHe, KaKTo € OMMCaHO No-rope.

Cnen pasTeapsiHe BakcHHaTa TpsAOBa J1a ce W3M10/13Ba BelHara. AKO TOBa He € Bb3MOYXKHO, BAKCHHATA
Tpsi0dBa 1a ce chXxpaHssa B Xnaananuk (2 °C — 8 °C) u 1a ce u3nonssa 10 8 yaca cnesn pa3rBapsiHeTo.

Hen3non3sanusT nekapcTBeH NPOAYKT WK OTNAAbYHHTE MATePHAH OT HEro TPAOBA J1a Ce H3XBLP/AT B
CBbOTBETCTBUE C MECTHHTE H3HCKBAHHS.




