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IIpnopHKC, Hpax H pa3TBOPHTE 32 HHKEKITHOHEH paaTBnernﬁﬁpnTenﬂo HabJiHeHa
CHPHHIOBKA
Priorix, powder and solvent for solution for injection in a pre-filled syringe

BakcuHa cpeliy MopGHIM, IapoTHT U pyGeona (3kuBa)
Measles, Mumps and Rubella vaccine (live)

IIpoueTeTe BHAMATEIHO HSLIATA JHCTOBKA, MPEN TA3H BaKCHHA 12 Bu 6bae OIpAIOKeHa, ThH KaT0

TH ChABLPAKA Baxkua 3a Bac audopmanus.

- 3amaseTe Tasu macToBKa. MoXe /a ce HaJI0KH /12 A IPOYETETe OTHOBO.

- AKO HMAaT€ HIKAKBH JOITHIHUTEIIHH BEIPOCH, NONUTaiiTe Bamus nexap wiv papMauesT.

- Ta3y BaKCHHA € TIPeNMCaHa €AMHCTBEHO H uHo Ha Bac. He g npeoTcThnBaiiTe Ha ApYyTH XOpa.

- AKO Mo/IyYMTe HIKAKBY HEXKEIaHH JIEKAPCTBEHH peaKLlH, ypeaoMeTe Bana nexap wim
tapmaiieBT. ToBa BKIIOUBA H BCHUKY BB3MOKHHM HEXKEIAHHW PeaKIVH, HEOIIMCAHH B TA3H JIUCTOBKA.
Buxre TOuKa 4.

Ta3u JIHCTOBKA € HaNMMMCAHA, KATO CE JIONYCKA, Ye JIMLIETO Ha KOCTO Ce IMpHilara BAaKCHHATA 4 4€Te, HO

BAKCHHATA MOXeE /2 b/l MOCTaBEHa HA BL3PACTHH M jelia u Bue moxe Ja 4 npodeTere K 3a Bamero nere.

KaxBo ChABPAA Ta3H JUCTOBKA.

Kaxso nmpeacrasnapa IIpHOpHKC ¥ 3a KaKBO C€ H3MON3BA

Kakso Tpsfiea na 3naere, npeau 1a Bu 6uae npuioxena Hpropuke
Kak ce npumara 1IpuopHke

BB3MOXHEH HEXeTaHU peaklyH

Kak na cexpanasate IIpropuxc

ChbAbpkaHHe Ha ONIAKOBKATA H NON'BIIHUTE/IHA HH(POPMALIHA

Al

1. Kakpo npeacrasaasa IIpHOpHKC H 32 KAKBO ¢ H3NOJI3BA

[IpyopHKC € BAKCHHa 33 [IPIIOKEHHUE [IPH €N Ha BB3PAcT 9 MEcela ¥ NMOoBeYe, FOHOLIHM Y Bh3PACcTHH 34
NpeAnaspaxe Ot 3a00IABAHMS, NPHUMHSIBAHA OT BHPYCHTE HA MOPOHIIH, IAPOTHT U pyOcoma.

Kak peficrea Ilpnopnke

Korato 4oBek ce pakcuuupa ¢ [IpHopHukc, HMyHHaTa CHCTEMA (€CTECTBEHATa CHCTEMA 32 3alllHTa Ha

OpraHu3Ma) H3paboTRa AHTHTENA 33 3alUTA Ha BAKCHHHPAHHA OT HHQEKIHA ¢ BUPYCUTE Ha MOPOHIIY,
napoTuT 4 pybeona.

BropekH ue, IIpHOpHKC ChALPkKA JKHUBH BUPYCH, T€ €& MHOTO CIaGH U He MOTaT Ja MPH4MHAT MOpOmIH,
MApOTHT UK pybeora Ipy 3paBH JHLA.

2. Kakso Tpufsa 1a 3HaeTe, npedn aa Bu 6bae npuaoxkena lpuoprake

[Ipropukc He TpubBa 1a ce NIPHJIATA, AKO

. CTE AJEPrMYHK KbM HAKOS OT CHCTABKHTE Ha Ta3d BAKCHHA (M30pocHH B TOYKA §
aJleprMYHA PeaklHd MOTAT Ja BKIIOYBAT ChpOSAIN KOXKEH 00pHUB, HEAOCTHT HA
JIAIIETO WIH €3HKA



* & YCTAHOBEHO, Y€ CTe alleprHiHH KbM HEOMULIMH (aHTHOHOTHK). ¥ CTaHOBEH KOHTAKTEH ACPMATHT
(mosiBa Ha KOKEH OOPUB, KOTaTO KOXKATA € B AUPEKTEH KOHTAKT C aEPreHH KaTO HEOMHIHH) HE OH
TpsOBaNIO 4 ¢ npodJiem, HO IBPBO TPAOBa Ja ce KoHCyaTHpare ¢ Bamins nexap

. ¥MaTe TeXKa HH(EKIMA ¢ BECOKA TEMIIEpaTypa. B TO3H cydail, BAKCHHALMATA 1U¢ OB/I€ OTIOKEHA
0 B3CTaHOBABaHE. JIeKH HH(EKLMH, KATO HACTHHKA, He ca mpobeM, HO ITEPBO TPs0Ba ja ce
KOHCYITHpate ¢ Bamis siekap

. MMATE HIKAKBO 3a60mnsABaHe (KaTo BEpyca Ha yoBelkya umMyreH aedummr (HIV) win CunnpoM Ha
npuaoduTa uMyHHa HeaocTatbuHocT (CIIMH)) nin npuemare HAKAKBO JEKApPCTBO, KOCTO orcnabBa
HMyHHaTa cucteMa. Jlanu Moxe na By Ob1e npriiokeHa BaKCHHATA L€ 3aBHCH OT CTCIICHTA Ha
UMYHHUTE BH 3a1uTH

. cre 6pemenHa. OcBeH ToBa, TpAOBa Ja cec M30sArea 3adbpeMeHABaHe | Mecel Crefl BAKCHMHUPARCTO.

[peaynpexxIe¢HHA H NPEANA3HH MEPKH

['oopete ¢ Bamus nexap win papmanert, npeau aa Bu 6sae npunoxena [IpuopHkce, ako:

¢  MMaTe HApYIICHHA HA LICHTpAJIHATA HEPBHA CHCTEMA, aHAMHE3A 34 TbpY, ChITBTCTBAL NIOBUINABAHE HA
TeMnepaTrypara wid ¢aMuwina aHaMHe3a 3a TspuoBe. B cry4yad Ha BUCOKa TeMIIEpaTypa Ciieq
BaKCHHALMATA, MOJIA BEAHATA C€ KOHCYJITHpaHTe ¢ Bauus nexap
CTE UMAITH HAKOIa TEXKA aNepriyHA Peakiud KbM SiueH OENThK

e  cliel BaKCHHALMA cpelly MOpOmwIH, mapoTuT Uin pybeona Bue unu BameTo aete ¢Te HMallx
HexKeNaHa peakius, H3pasaBalla ce B JIECHO [10JIy4aBaHe Ha CHHMHM WM KbPBCHE, 110-
IPOABJDKUTEIHN OT 0OHYaiHKTE (BUXKTE TOUKa 4)

e uMare oTciabeHa HMyHHa cucteMa (Hanp. HIV undexnus). Bue pabsa na ObaeTe BHUMATENHO
IpocCsieAABaHHU, Thil KaTO OTTOBOPUTE KbM BAKCHHHTE MOXKE /12 HE Ca JIOCTATHYHH, 3a [1a C€ OCHI'YPH
3ampTa cpeny 3abonseaneTo (Bx, Touka 2 “[lpropukc He TpAGBa fa ce MpUIara, ako™).

TIpunaabK MOXE Aa HACTHIIH {OOMKHOBEHO IPH FOHOLLIM) CJIC/L MUIM AOPH IIPEAH BCAKO HHIKCKTHPAHE C
uria. 3atopa MHGOPMHpPAHTE IeKAps HIH MEIUI[MECKATA CECTPa, aKO CTE NPUIIAJANIH NIPY PEAHIIHA
HHKEKLIUAL.

AKo ce BakcHHHpaTe 10 72 9aca cnel KouTakT ¢ 6onen ot mopGunu, ITpuopuxe me Bu npeanasu ot
3a00JIBaHETO JIO U3BECTHA CTEIEH.,

[leya na ev3pacm noo 12 meceya
NenaTa, BAKCHHHPAHH LIPE3 ILPBATa FOMHA OT XKHBOTA, MOXKE 2 HE OBJAT HAITB/IHO IIPEANasCHH.
Bammust nekap e Bu mocnBeTBa ganu € HeoOX0IMMO ITPUIIOKEHHE Ha JOIMMBITHUTE/IHHY JO3H BAKCHHA.

Kakro BcHuky BakCHHM, [IpHOpHKC MOKE Aa HE NIPEeUlas HAIbAHO BCUUKH, KOUTO Ca BAKCHHHPAHH.
Apyru aexapcrBa #H Ilpnopuke

TpsOBa na kaxkeTe Ha Bamus nexap, ako nprueMate, HACKOPO CTE MPHEMANK WY € BB3MOXKHO 12
npueMeTe APYTH JEKAPCTBA (HIH OPYTH BAKCHHH).

[Ipropukc moxe na By Obe npunoxkeHa eIHOBPEMEHHO ¢ APYTH BAKCHHU KaTO BAKCHHA CPEITY

andTepus, Teranyc, kowiom (Ge3xueThuHa, KoMIoHeHTHa), Haemophilus influenzae Tin b, nepopayina
WM MHAKTHBMPAHA BAKCHHA CPeINy [OIHOMHUEIINT, BAKCHHA CPEllly XeNaTHT A, BAKCHHA CPC
B, BakcHHa Cpelly BapHIIeia, BAKCHHU Cpellly MCHHHTOKOKH OT Ceporpyna B, KakTo u B
MEHHMHTOKOKY OT ceporpyra C, MeHUHrokoku oT ceporpymute A, C, W-135and Y u i

L S Y i



KOHIOTATHH BakcHHH. I'oBopeTe ¢ Bamuus nekap WM MEIHIMHCKA CECTPa 38 NONBIHUTEIHA HHpOopMAaLH.
3a BCAKA BAKCHHa TpAOBa A C€ M3MOI3BA PA3IHYHO MACTO HA HEDKEKTHPAHE.

[IpenoppuBa ce, KO He ¢¢ IPHIICKAT €AHOBPEMEHHO, HHTEPBAIIBT MEXLY MPUI0KEHNACTO Ha [TprHopHKc ¥
JPYTUTE KUBH ATCHIOUPAHH BaKCHHU, 14 € Hali-MalKo eJIHH MeCell .

BalumaT JIeKap MOXE 2 OTI0KH BaKCHHALMATA Haii-MaJKo 3a 3 Mecena, ako By € mpaBeHo
KPHBOIPEIHBAHE WK ca By npHiaraui 9OBEIIKH aHTUTENE (MMyHOTTIOOYITHHA).

B ciryuaid, ye Tpa0Ora 1a Ovae HaIIpaBeH TYOCPKYTHHOB TECT, TECTHT TpA6Ba Aa ce HanpaBy NpeaH, 3a¢HO
ChC MM 6 CEelMMITH Clie BakcuHanmaTa ¢ [IpHopukc.

bBpeMeHHOCT, KbpMeHe H (repTHIHTET
TIpropHKC He TpAbBa fia ce Ipuiara Ha OpeMEHHH JKEHH.

Axo cTe GpeMeHHA WIIH KBPMHTE, CMATATE, Y€ MOXKE J1a CTe OpeMEHHA WM IUIAHKPATe OpEMEHHOCT,
nochBeTRaiTe ce ¢ Bamms nekap wid GapMalieBT peay NPUIIOKCHHETO HA Ta3H BaKCHHA. BaxHo e,
CHLIO TAKA, N HE 3a0PEMEHABATE B PAMKHUTE Ha €/THH MECell CIe]l Kato By ¢ NpUiIokeHa BaKCHHATA. ITo
BpEeME Ha TO3H [IEpHO/ TpAOBa Aa W3noa3BaTe ePeKTUBEH METOA 33 KOHTPALUEMLMA C [E] NPCANA3BAHE 0T
3a0peMEHsBaHE.

B ciyuaii Ha HEBOJIHO BAKCHHHpaHe Ha GpeMenHH xeru ¢ [TpHopukc, Tosa He Tpsidsa na Obie MpHYMHA 3a
NpPeKbsCBaHE Ha OpPEeMEHHOCTTA.

[IpHOpPHKC CHALPAKA COPOHTO, NAPAaAMHHOOCH30EHA KHCEINHA, (PeHHNAIAHMH, HATPHH H KAJHH
Tasu BakcHHa ChABPKA 9 mg copbrron Ha 103a.

[IpHOpHKC ChABPXKA TapaaMHHOOEH30€HA KUceIMHA. T MOXeE Na TPUYKHHA ANCPrHIHH peaKiny
(BEpPOATHO OT 3a0aBeH THII) H B MHOTO PEJKH Clly4aH OpOHXOCITA3BM.

Ta3M BaKCHHA ChABPXKA 334 MHKporpama (peHHIaNaHiH BbB BCAKa 10332 PEeHUNAIaHUHBT MOXKE 11a Bu
Happead, ako uMmate penmnkeronypus (PKY), paako reHeTHIHO 3a00/IABaHe, IIpH KOETO CE€ HATPYIIBE
(beHmIATaHYH, THH KaTO OPraHU3MBT HE MOXKE J1a IO OTAENA IIPABHAHO.

BakcHHaTa ChAbPAKa Mo-Manko oT 1 mmol vaTpuit (23 mg) Ha 1034, T.€. MOXKE JIa CC KaXKe, HC
NPaKTHYECKH HE Ch/IbpKa HATPUi.

BakcuHAaTa chABDXKA Kamuii, no-manko oT 1 mmol (39 mg) Ha no3a, T.€. NPAKTH4ECKN HE CHAbpXa KaJi{i.

3. Kak ce npunara [Ipuopuxc

[IpHOPHKC Ce MHXEKTHpA 107 KOXKaTa UM B MyCKy/la Ha MUIIHUNATA, MK HA BHHIIHATE YacT Ha
BeapoTo.

TTpHOPHKC € IpeaHa3HA4EeH 32 TIPUIIOKCHIE NPH JICHA Ha BB3PacT OT 9 MeCeld U NIOBEHS, IOHOIIH H
BB3PACTHH.

[ToAXOAALIOTO BpeMe 33 BAKCHHKpaHe i GPOAT MIDKEKIH, KouTo me Bu 63T HanpaBeHH, i€ Opaar
ompeneneHy o Bamus nekap, ChIiacHO ChOTBETHUTE OQHUIIHATHK NPENIOPBKH.

BakcunHaTa HUKora He TpaOBa 1a ¢ce IpUIara BB BEHA.




4. Bb3MOXHH HeXKeJAHH PeaKkuHu

KakTo BCHUKH JIEKAPCTBA, Ta3H BaKCHHA MOXKC Jad NMPCAU3BHKA HEXKCIIaHHU PEaKIIHH, BBIIPCKH Y€ HC BCCKH
I'H [T0JIyYaBa.

HexxenaHHTE JICKAPCTBCHHU peaKIMY, HabII0AaBaHu [0 BpeMe Ha KIMHUYHH H3NHTBaHHA © IIpuopukc, ca
CIEAHUTE:

¢  MHuoro yecTd (MOraT Aa ce nosasar npu noseue ot 1 Ha 10 Ko3u BakcHHa).
® 33a4epBABAHE HA MACTOTO HA HHXKEKTUpaAHE
® [IOBHINCHA TeMIIepaTypa 38°C u nmoseye

¢  Uecctu (Morar aa ce nosear upu a0 1 Ha 10 1o3u BakcHHA):
e {OIKa H NOJYyBaHE HA MACTOTO Ha MHXKEKTHAPaHE
® [IOBHIICHA TeMepaTypa 39,5°C u noseue
¢ 00OpuB (ITBIIKH)
¢ HHMEKIWA HA TOPHUTE JMXATENHH ITHTHINA

. Heuectu (morar Aa ce mogsar npy no 1 Ha 100 qo3u BakcuHa):
® UH(EKLIHA HA CPEIHOTO YXO
® NOJYBAaHE Ha NTUM(HUTE Bb3IX (1€3U B 001aCTTa Ha IMATA, B HIOAMHIIHHIATA WIH B
CIaOHHHTE)
3aryba Ha aneTur
HEPBHOCT
HeoOMUacH mnay
0e3chHHE
3aUEpPBABAHE, APA3HEHE U ChI3EHE OT OYUTE (KOHIOHKTHBHT)
OpOHXHUT
KAILIIHALA
OXYBAHE HA OKOJIOYIIHKUTE XIIe3d (KIe3U B 061acTTa Ha Oy3HTE)
qAapHs
IOBPBLIAHE

¢ Penxu (Morart aa ce mogsAar mpu a0 1 na 1 000 1o3u BakcuHA):
¢ I’bpYOBE, CHITHTCTBALLM MOBHILABAHE HA TEMIIEpaTypaTa
® AJIEPrUYHH PEAKLIMH

B cnen perucTpaudoHuus nepuoa Ha [IpuopHKC, B PEAKM CITyJaH ¢a HaO0AaBaHK CIEIHHTS HEKCIAHH
pEaKIIHI:

® 0ONKa B CTABHTE M MYCKYJIHTE

® TOUKOBMIHH WIM MaiKH KPBbBOM3NHBH MM CHHWHH, OABABALIM CE MO-JIECHO OT 0OMKHOBEHO,
KOHTO Ca B PE3YJITAT HA IOHHKEH Opoii Ha TpoMOOLUTHTE

¢ HCOUYAKBAaHA XUBOTO3ACTPALIABAIIA ATEPIHYHA PEAKIIMAL.

e pH(EKUMS WIH BE3NAICHAS Ha MO3bKA, TPEOHAYHHA MO3EK H [IEPHQEPHUTE HEPBH, BOACIIH 10
BPEMEHHO 3aTPYAHEHHE NPH XoJeHe (3aIMTaHe) W/AIM BpeMeHHa 3aryba Ha KOHTPOJI BBPXY

® CTCCHABAHC WIH 3aNYIIBAHC HA KPHBOHOCHH CHIOBC



o eputema My rTr(GOpME (CHMIITOMHATE Ca Y4EPBEHH, YECTO CHPOAIIHM NMEeTHA, MOAOOHK Ha 0OpHBA
IpH MOPOMITM, KOUTO C€ NOABABAT MBPBO 10 KPpAaHHUITATE, a MTOHAKOra U 1o JHUETO M II0 WAIOTO
TAJIO)

® CUMIITOMH, IONOOHH Ha TE3H MPH MOPOIIH U MAPOTHT (BKITIOUUTEIHO BPEMEHHO DOJIE3HECHO
TIOAYBaHE HA TECTUCUTE M NOAYTH HJIE3H MO IIKATA)

CrofiaBane na HeXeNann peakinm

AKO TIOJTyuHTe HAKAKBH HEXENAHH IEKAPCTBEHH PEakiuy, yseaoMere Banius nekap uiM GpapmanesT.
ToBa BKJII0YBA BCHYKH Bb3MOKHY HEXENAHN PEAKLMH, HEOMHCAHHU B Ta3H JIKCTOBKA, MoxeTe ChIIo f1a
CHOOIINTE HEXENAHY PEAKIUH AHPECKTHO Ha:

HM3nbIHUTENHE areHIIHA [0 JIEKAPCTBATA
yi1. ,,JiamaH IpyeB” Ne &
1303 Codus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

Karo cpo01aBaTe HEXEII2HN peaKilii, MOXKETE Ja AAAETE CBOA HNPHHOC 33 NOIy4YaBaHe Ha MOBLUC
MHGpOPMALFs OTHOCHO 0e30TIaCHOCTTa HA TOBA JIEKAPCTBO.

5.  Kaxk pa cexpanuBare [Ipuopukc
CbxpaHABaiTE Ta3u BAKCHMHA Ha MACTO, HEJIOCTBHITHO 33 Jera.

He m3nionzeaiire Ta3M BaKCHHA CJIE]] CPOKA HA TOAHOCT, OTOEIs3aH BEpXY KapTOHEHAaTa OMNaKoBKa CAe/
JoneH no:”.

Ja ce cpXpaniBa 1 TpaHCHOpTHPa B XaamuTHHK (2°C — 8°C).
Jla re ce 3ampa3sssa.

Hﬂ Ce ChbXpaHABA B OPHIHHAJTHATA OIIAKOBKA, 34 Ja €€ NMPEAIId31 OT CBE€TIIHHA.

Cnen pasTBapaHe BaKCHHATa TPAOBa Ja Ce MPHUIOKH BefiHara. AKO TOBa HE € Bb3MOXXKHO, BAKCHHATA
TpaAbBa Ja ce chxpausasa B xaazmHuK (2°C — 8°C) 1 1a ce uz3monzBa A0 8 yaca cien pa3sTBapsHeTo.

He m3xBHpisiiTe TeKapcTBaTa B KAHATH3ALMATA WK B KOHTEHHEpa 3a IOMAlHH oTnaabuk. [lonuranTe
Bamrusa papMaleBT KaK Ja H3XBBPILITE IEKAPCTBATa, KOMTO BEYE HE W3I0I3BATE. Te3u MEepPKH Lie
CIIOMOTHAT 32 ONa3BaHE¢ Ha OKOIHATA Cpejia.




6. ChIbp:KaHHe HA ONAKOBKATA H NOITLJIHATETHA HHPOPMALHA
Kakso crabpxa [Ipnopuxe
AKTHBHHTE ChCTaBKH ca: MOPOWIIEH, NAPOTUTEH U pyOCOAEH KHBH aTEHIOMPAHH BUPYCH.

JpyTHTE CBCTABKH Ca:

IIpax: aMHHOKKCENHHEH (BKITIOUHTENHO (eHHIANaHHUH), TakTo3a (Be3BoaHa), manuTon (E 421),
copbuton (E 420), cpeaa 199 (chaspixa dheHunananmH, NapaaMHHOOEH306HA KHCETHHA, HATPHH H
KaJIMH ),

Pa3TBOPHUTEN: BOJA 33 HHAKCKIIHH

Kax m3riaexkia lpuoprke 4 KaKBO chAbpPiKa 0MAKOBKATA

TTpuopHKE MPEACTaBIABA IPAX M PA3TBOPUTEN 33 HHIKEKIHOHEH Pa3TBOP (IIpax BbB (hiakoH 3a | no3a U
pa3TBOPHTEN B IDCABAPUTEIHO HAbIHEHA criprHIloBKa (0,5 ml)) cbe HiIH 03 UIJIH B CIICAHHTE
KOIIM4CCTBA B OIIAKQBKA.

-  CBC 2 OTAENHU HIM; onakoBky o 1 win 10
- 0e3 urna: onakoBku mo 1 wm 10,

[IpuopHkc ce moctaes noja GopmaTa Ha 6811 10 CBETIOPO30B IPax H Ipos3padyeH OE3LBETCH pa3TBOPUTEN
(BoOa 3a MIDKEKI[MH) 32 pa3TBApAHE Ha BAKCHHATA.

He BCHYKH BHAOBE OIMAKOBKH MOrarT Aa ObJaT MyCHATH Ha asapa.
IlpuTexkaTest Ha paspenieHHeTo 32 ynoTpeda H MPOH3BOXHTE]

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut, 89

1330 Rixensart
benrus

JaTa Ha HOCIE¢OHO Npepa3riexaane Ha TucToBKaTa:10/2023

JApyru H3TOYHHIH HA HHGOpMALHSA
[Tonpotua uedopmanua 3a TOBA JEKAPCTRO € IPENOCTABEHA HA yeOcaHTa Ha EBporierckara areHuus no
JICKapcTBara: http://www.ema.curopa.cu

[Tocouenara no-gony vHGOpMaLHS € TIPeAHA3HAYCHA CaMO 33 MEUIMHCKH CIIELIHANNCTH!

KakTo npu npusioKeHHe Ha BCHUKH HHDKEKIIMOHHH BAaKCHHH, BUHATH TpsAOBa 1a € MMa rOTOBHOCT 33
CBHOTBETHO MEAULIMHCKO JICYEHHE H HAOIIOAEHHE, B CIyYait HA pAaKa aHahMIAKTHYHA PeaKLHA Clel
MIPHIOKEHHUETO Ha BAKCHHATA.

AJIKOXONBT ¥ JIPYTUTE Ae3MH(PEKIIHOHHH CPeACTBa TpsOBa 1a C€ OCTABAT J1a C€ N3MapAT o loml ilﬂ&gg. .
Ha KOXKaTa Npe/Id HHXKEKTHPaHE Ha BAKCHHATA, Thil KaTO T€ MOraT Aa HHAKTHBHPAT aTGIAQUDIHHTE 7
BHPYCH BbB BaKCHHATA.
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[Ipuopukc He TpaOBa Ja ce npuiara BbTPEChAOBO ITPU HUKAKBU 00CTOATEIICTBA.

[Ipu nurca Ha NPOyYBaHMs 32 HECHBMECTMMOCTH, TO3H JIEKAPCTBEH MPOAYKT HE TPAOBa Jia ce CMeCBa C
APYTH JIEKAPCTBEHH ITPOAYKTH.

[Ipenu pa3TBapsiHe WM IPHIOKEHHE PA3TBOPUTE/IAT M Pa3TBOpPEHATa BaKCHHa TpsA0OBa Ja ce mperiaeaar
BH3YaJIHO 3a YYXKI¥ YaCTHIM W/WIM MPOMsSHA BbB BbHIIHKA BU. B ciy4dai, ge ce HaOIonaBa HAKOE OT
JIBETE, HE U3IMOJI3BANTE PA3TBOPUTENIA WM PA3TBOPEHATa BAKCHHA.

BakcunaTa TpsOBa 1a ce pa3TBOpH upe3 A00aBgHE Ha 1IOTO ChAbPXKAHHE HA NPEABAPUTEIIHO
HaIThJIHEHATA CIIPUHIIOBKA C Pa3TBOPHUTEI KbM (iakoHa, ChAbpKalll Ipaxa.

3a 1a MPUKPEINUTE UIjlata KbM CIIPUHIIOBKATa, BHUMATEIHO NIPOYETETe MHCTPYKLMHUTE, ITOKa3aHH C
¢urypa 1 u purypa 2.

Bce nak € Bb3MOXHO CIIpUHIIOBKaTa, KosaTo ce goctass ¢ [IPHOPUKC, nexo na ce pasiuiasa (0e3
BHHTOB Hape3) OT CIIPUHLIOBKATa, U300pa3eHa Ha gurypara.

B To3u cny4aii, urnara TpsbBa aa ce npukpeny 06e3 3aBUHTBAHE.

[ napa Ha urnara

HUraa
CnpuHIoBKa AznanTop THN
byrano na
CIIPHHIIOBKATA
Tsno Ha
CIIPHHIIOBKATA Kanave Ha
CIIPHHLIOBKATA
®urypa 1 Purypa 2

CripuHII0BKaTa TpsOBa BUHATH J1a C€ ABPXKH 3a TAIOTO, @ HE 3a OyTasoTO WM 3a afiantopa TUIl JIyep JIOK,
M UrJiaTa TpsAOBa 1a ce MPUABPKA Ha €JHA OC ChC CIPUHIIOBKATA (KAKTO € MOoKa3aHo Ha ¢urypa 2). Ako
TOBa HE C€ CNa3H aJanTOPbT THII JIYEP JIOK MOXKeE J1a C€ U3KPHBH H J1a MPEIM3BUKA H3THYAHE.

AKO TI0 BpEME Ha CIJI00sBaHE Ha CIIPMHIIOBKATA, aIallTOPbT THII JIyep JIOK Ce U3BajH, TpsOBa aa ce
M3I10JI3Ba HOBA /1033 BaKCHHA (HOBA CIIPUHLIOBKA U HOB ()IAKOH).

1. OTBHHTETE KamayeTo Ha CIPMHIIOBKATA, KATO IO 3aBbPTUTE B IOCOKA, 0OpaTHa Ha
cTpeka (KakTo € mokas3aHo Ha ¢urypa 1).




Mo cneaBaiTe CTRIKUTE TT0-I0J1Y, HE3aBHCUMO OT TOBA JaJId aJauTopeT THII JIyEp JIOK C€ BbPTU WIH
HE:

2. TlpukpeneTe uriata KbM COPHHIIOBKATa KATO BHUMATEIIHO [IOCTABHUTE IM1aBATa HAa UIJIaTa B 4anTopa
THIIL JIYEP JIOK U 3aBBPTETE YETBLPT 0DOPOT B [I0COKA HA YACOBHHKOBATA CTPEIIKA, AOKATO YCECTHUIC, HE €
3aTE€rHaTa (KakTo € MoKa3aHo Ha durypa 2).

3. OrcTpaHeTre NPEeAna3suTe Ha MIJIaTa, KOMTO MOXE Ja € TPYIHO NOJABHXCH.

4. Tlpubasere pa3TBOpPUTENL KBbM IMpaxa. CMecTa TpA0Ba Aa ce pa3KiiaTd A00pe 0 MIBJIHOTO pa3TBapAHe
HA I[ipaxa B pa3TBOPHTEIL.

B pe3ynTaTt Ha MankH Konebanus B pH, pa3TBopeHaTa BAKCHHA MOKe 112 ObJIe OHCTpa, PO30BO A0 BUOIIETOBO
onBeTeHa, 63 BIOIIaBaHE Ha ACHCTBHETO HA BAKCHHATA.

5. H3rernere UANOTO CHABPKAHKE Ha (QIaKOHA.

6. 3a mpuiiaraHe Ha BakKCHMHAaTa TpAOBa Ja ce M3I1013Ba HOBA Mrjia. OTBHHTETE MIJIATA OT CIIPUHIIOBKATA H
TIPUKPEIETE MIIaTa 3a IPWIaraHe Ha BAaKCHHATA, CJIeABAHKH CThIIKa 2, OIMCaHa IIO-Trope.

Cnen pa3TBapsHe BaKCHHaTa TpAOBa Ja ce MPHIOKH BeaHAra. AKO TOBA HE € Bb3MOXKHO, BaKCHHATa
TpsabBa Aa ce ChXpaHaABa B XJaAuiIHHK (2°C — 8°C) u 1a ce n3nos13Ba Ao § yaca ciej pa3rBapsaHeTo.

Heuzmon3paHUAT TeKApCTBEH NMPOAYKT HIH OTATBUHHATE MAaTEPHAIH OT HETO TpA0Ba /ia C€ U3XBLPIIAT B
CBHOTBETCTBHE C MECTHUTE M3HCKBAHHS.




R s Bl b SR P EER s Bl bbbt ol ko i —— N L L R R e T el LR e e A bl ""1“""'%

- , P . r - g, m DM e e m - [ E N i
AUEEES Frnpnapyeia i@ SRR NOT T T L .
5:_?#;}”}.F:: :.E.l'rr- - I F'l_ I .:'1_.#“;" T A T e T

I= o w rname M e o e e oy -y WL W TR Ty iy ot W VR BT 2 A ¢ R S kb Pl T T -

RN TUETT AL AT B P ANE P S 18]

R 1
Feoomr o oS )
a ]

'

i - .

.=- R T e LTt N Pl R el L * "“""'-'!
r

i

I

1l et Ve

wpebiena — & 7,2 7P 3-01-

JIncToBKa: MHPpOpMaNHd 32 mOTP

.-!_-"-'a'l;";-_ ":;I._'rln.::?fj sr ek memib-mauddEmdiaNsdks caemaws ,f'lr. -------------------------------- F

* N
[

[IpuopHKe, IPax i pa3TBOPHTE] 32 RIGKEKNHOBLH:PAITBOP. ... .. ......

- . g il il q A
P o BEuc L T A —n. b i Ll e L e s Tt il

Priorix, powder and solvent for solution for injection

BakcHHa cpellly MOpOHIH, [IapoTHT U pybeona (3kuBa)
Measles, Mumps and Rubella vaccine (live)

IIpoyeTeTe BHEMATENHO I[J1AaTa JHCTOBKA, NPEIH Ta3H BAKCHAA Aa Bu 6bae mpaiokeHa, ThH KaTO

T CHIbLP:KA BaxkHa 32 Bac Hundopmanus.

- 3anasere Ta3y aHcToBKa. MoXe /1a ce HanoKH 13 4 MPOYETETE OTHOBO.

- AKO HMaTe HAKaKBH JIOITBIHUTEIHH BHIPOCH, TonuTaiite Bamms nexap wiu dapMaiesT.

- Ta3u BakcHHa € MPEANHCAHA eIMHCTBeHO | IM4HO Ha Bac. He 1 nmpeoTcrbrBaiiTe Ha Apyry Xopa.

. AKO TIONy4HTE HAKAKBH HEXKETIAHH JIEKAPCTBEHM peakilvy, yseaomeTe Bammna Jexap Hiu
dapManepr. ToBa BKIHOYBA H BCUYKH BH3MOXKHH HEXXCJIAHH PEAKI[MH, HEOITHCAHH B Ta3y JINCTOBKA.
Broxre Touka 4.

Ta3u IUCTOBKA € HalMMCaHa, KaTo & ACIYCKa, Ue JMIETO Ha KOSTO CC MPUIIAra BAKCHHATA A 9CTE, HO

BAKCHHATA MOXKe Aa ObJIe NOCTaBeHa Ha Bh3pacTHH M Aclia ¥ Bue Moke na 1 npouerere H 33 Bamero AcTe.

KaKkBo ChIbPXKa TA3H JHCTOBKA:

i Kakgeo npeacraBiaBa IIpHOpUKC B 32 KAKBO C€ M3II0/I3Ba

Kaxso Tpsi6Ba aa 3Haete, npead aa Bu 6bae npumoxera Ilpuopuke
Kak ce mpunara Ipuopukc

B1B3MOXHHN HEXEJIAHW PEAKLIMH

Kak ma cexpanssare [IpuopHkc

ChbappxkaHyie Ha ONAKOBKATa H JIOMBIHUATEIHA UHDOpMAIIUs

SRS A

1. Kaxso npeacrasiapa IIpHOpHKC H 32 KAKBO C¢ H3I0/13Ba

[IpHOpHEC € BakCHHA 33 IPWIOKEHUE TIPY JIelia Ha BB3PAcT 9 Mecena i noBede, IOHOIIY 1 Bb3PacTHH 33
npeAna3BaHe oT 3a00NABaHNS, NPUYHHEHU OT BUPYCHTE Ha MOPOHIIM, IapOTHT U Pybeola.

Kak neiicTsa [Ipropukc

Koraro yosek ce Bakcuuupa ¢ IIpsopuke, ¥MyHHATa CCTEMA (€CTECTBCHATa CHCTEMA 34 3alliiTa Ha
opraHniMa) H3paGoTBa aHTHTEA 32 3alIMTA HA BAKCUHMpPaHUA OT nHbeKHA ¢ BUpYCHTE Ha MOPOHIH,
MapoTHT H pyDeona.

Benpeki e, [IpHOPHKC ChILPKa XKHBH BHPYCH, TE Ca MHOTO cl1aby ¥ HE MOTaT Ja IPHYHHAT MOPOHIH,
NapOTHT WIH pyOcona MpH 3apasy JHIA.

2. Kakeo TpsOea aa 3Haere, npeaun a Bu 6bae mpuiokera lIpaopukc

IIpuopukc He TpaGBa Aa ce npujara, ako

. CTe alepriavHH KbM HAKOS OT CHCTABKUTE Ha Ta3d BaKCHHA (M30pocHH B TOUKA 0). /.-'
ANePruyHa PEaki{id MOTaT JIa BKIIOYBAT ChpOAI KOXKEH 0OpHB, HEIOCTHI Ha BB3J0 B
JIKRLETO WK e3UKa




° € YCTaHOBEHO, Ue CTE ATEPIMYHH KbM HEOMHUIIMH (aHTHOHOTHK). Y cTaHOBEH KOHTAKTCH ACPMATHT
(nosABa Ha KOKEH 00pHB, KOraTO KoKaTa € B JUPCKTCH KOHTAKT ¢ aIepreHy KaTo HEOMHIIHH) He OH
Tps6BaIO Ja e npobieM, HO IBpBO TPA0BA fa ce KOHCYITHpaTe ¢ Baumis nekap

° MMaTe TexKa HHGEKUMS ¢ BHCOKA TeMIeparypa. B To3u ciyyal, BakCHHAIMATA e OB OTIIOXEHa
110 BB3cTaHOBsBaHe. Jlekn HHbEKLMH, KATO HACTHHKA, HE ca NPolieM, Ho TBPBO TpAOBa 1a ce
KOHCYNITUpaTe ¢ Bamus nekap

. MMAaTe HAKAKBO 3aboIsBane (KaTo BUpyca Ha yosemkna uMmyneH aeduuur (HIV) nmt CHHAPOM Ha
npunoduTa uMyHHa HepocTarbuHocT (CITMH)) nmn ipueMaTe HiIKaKBo JICKapCTBO, KOETO otciabea
umyHHaTa cucrema. Jlanu moxke na B Obae npuiokeHa BaKCHHATA 1€ 3aBUCH OT CTCIIEHTA Ha
UMYHHHTE By 3amyTi

° cre Opemenna. OcBeH TOBa, TpAOBa Ja ce U30sArea sadpeMeHsiBane | Mecel CJI BAKCHHUPAKETO.

IIpeaynpexaeHna H npeana3sHH MEPKH

T'oBopere ¢ Bauus nexap uid dapmanest, npeay Aa Bu Opae mpuiokeHa [Ipnopukc, axo:

®*  KMaTE HapYUICHHS HA LECHTPAIHATA HEPBHA CHCTEMA, aHAMHE3A 33 I'bpY, CHITbTCTBALL IIOBHINABAHE HA
TEMIIEPATYDATa UK GaMuIHA aHaMHE3a 3a TEpYOBE. B cliydyad Ha BUCOKa TEMIIEPATypa CIICA
BAKCHHAIMATA, MOJIA BEJHAra Ce KOHCYITHpaiTe ¢ Balius nexap

¢  CTC HMATM HAKOra TEXKKA AISPIHYHA PEaKlUsd KbM Ald4eH OCIThK

e Clep BaKCHHAIMA CPELLy MOPOHIM, NAPOTUT MIH pyOeona CTe HMaaH HEXEIaHa peakiui,
M3pa3ssBallla ce B JICCHO NOTy4aBaHe Ha CHHHHY WK KbPBEHE, MO-NMPOIB/UKHTCITHH OT obWJYaHNTE
(BHxTe TOUKA 4)

¢ uMaTe oTcrabeHa HMyHHA cucTeMa (Hanp. HIV undexuus). Bue tpadsa na ObaeTe BHUMATEIHO
NpocieAABaHH, Thi KATO OTTOBOPHTE KbM BAKCHHHUTE MOXKE /2 HE Ca NOCTAThUHH, 33 /1a C€ OCHI'YPH
sammTa cpeuty 3abonsaneTo (Bx. Touka 2 “TIpropukc He TpAGBa Ja ce mpuiara, ako™).

[punagek MOXe 13 HACTHIH (OOMKHOBEHO [IPH IOHOLIN) CIE/ WIH J0PU NPEX BCAKO HHKCKTHPAHE C

uria. 3atopa HEdOpPMHpaNTe TCKaps HIM MEAMLIMHCKATA CeCTPa, aKO CTe NPpHUIanaiy Npu peaHIina
HHKEKITHA.

AKO ce BakCHHHMpaTe Jo 72 Yaca clefi KOHTAkT ¢ Goner ot MopOuay, Ilpuopuke me Bu npeanasy ot
3a00JIABAHETO 0 U3BECTHA CTEMEH.

Heya na evspacm nod 12 meceya

JleaTa, BAKCHHMPAHU IIPe3 IIbPBATA TOJMHA OT XUBOTA, MOXKE J1a HE ObaT HAbIHO NMPEANA3CHH.
Banms stexap 1e By nocheeTra gany ¢ HeoO6XxoAUMO NPHIOKEHUE HA JOMBIHHUTEIHH 103U BAKCHHA.
KakTo BcHuky BakCcHHH, [IpHOPHUKC MosKe 1a HE NIPEnasy HATBIHO BCHHKH, KOHTO Ca BAKCHHHPAHU.

Apyru nexkapcrsa u IlpuopHkc

TpsaOBa na xaxere Ha Bamps j1eKap, ako IpueMare, HaCKopo CTe [IpHeMallid UM € BE3MOXKHO /1a
NpUEMETE APYTH JEKapcTBa (MIIH APYTH BAKCHHH).

[Ipuopukc Moxe 1a Bu 6bje npuiokeHa ¢THOBPEMEHHO ¢ APYTH BAKCHHH KaTO BaKCHHA CPEIY
TUGTEpHs, TETAHYC, KOKIIONI (Oe3KieTh4Ha, KOMIIOHEHTHA), Haemophilus influenzae Thn b, mepopanua
T MHAKTUBHPAHA BAKCHHA CPEIiy HOMTHOMHEINT, BAKCHHA CPEllly XSTIaTHT A, BAKCHHA CPEIIY XCIIaTHT
B, BakcuHA cpellly BapHIle/a, BAKCHHH Cpelly MEHHHTOKOKH OT Ceporpyna B, KakTo ¥ BAKCHHM Cpellly




KOHIOTATHH BaKCHHH. 'OoBOpeTe ¢ Ballus nekap Wi MEAUIIMHCKA CeCTPa 3a JONBIHUTEIHA HHPOPMALTHL.
3a BcgKa BaKCHHA TpAOBA A2 Ce M3MOJI3Ba PAIMYHO MACTO Ha MIDKECKTHPAHC.

[IpemopbuRa ce, akO HE C€ NPUA0KAT EAHOBPEMEHHO, HHTEPBATHT MEXY NPUIIOKCHUETO Ha TIpropHKC H
IPYTUTE JKHBH aTCHIOUPAHY BAKCHUHMY, Ja € HAK-MaIKO €AHH MECEIL.

Bamuar 1ekap MoXKe Aa OTIOXKH BaKCHHAIMATA Hal-MalIKo 3a 3 Mecela, ako Bu e npaBeHo
KPBBOINPEIHBAHE WK ca BH npuiarany Y0BEIIKHA aHTHTEIR (MMyHOTIIOOYJIMHHE).

B cayuait, ue TpaOBa na 6bAc HanpaseH TyOEpKYTMHOB TECT, TECTHT TPAOBA A3 Ce HaNpaBH IPEAH, 3aCAHO
ChC HIH 6 cenMHIH cnel BakcuHaumaTa ¢ [Ipuopuxe.

BpeMeHHOCT, KbpMeHe H (lepTHIHTET
[Mpropuke e TpadBa Ja ce npuiara Ha OPEMEHHH KEHH.

Axo cTe GpeMeHHa WX KbPMWTE, CMATATE, Ue MOXe Jia ¢Te GPeMeHHa WIH [LIaHUpaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bamms iexkap wiM (hapMAaresT Npead NPHIOKEHHETO H Ta3H BaKCHHA. BakKHO €, ChILO
TaKa, Jja He 3abpeMeHsBaTE B PaMKHTE Ha ¢/IHH Mecell ciejl Kato Bu e npunoxena sakcudara. 1o speme
HA TO3M NEpHo TPAOBa A2 W3NM03BaTe PEeKTHBEH METO 33 KOHTPALEILMA ¢ LeN Npeana3Baie oT
3a0pECMEHABAHE.

B cayuait Ha HEBOIIHO BAKCHHUPaHe Ha Gpemennn xeru ¢ IIpuopHic, ToBa He TpabBa qa 6BAC NpUIHHA 33
MpeKbCBAHE HA OpEeMEHHOCTTA.

MpHOpHKE CLABPXA cOPONTOI, TapaaMHHOfEHIOCHA KHCEIHHA, (PeHATATAHNH, HATPHH H KAJIHH
Ta3d BaKCHHA ChABPKA 9 mg copbuTon HA do3a.

[TpHOPHKC ChABPKA NapaaMUHOOCH30eHA KUCENHHA. T4 MOXKE 1A IPHYHHY aI€prH4Hi peaKlinu
(BepOATHO OT 3a0aBEH THIT) U B MHOTO PEJAKH CIlyvad OpOHXOCIa3hM.

Tasu BaKCHHA ChABPXA 334 MUKporpaMa (heHUTANIAHHH BEB Besika 103a. (DeHHnanaHMHbT MOXe 1a Bu
HaBPEIM, ako uMaTe perHmikeTonypud (PKY), panxo reseTruno 3a0014Bake, IPH KOCTO CC HATPYIIBA
(eHMNAIAHKUH, ThH KaTO OPraHU3MBbT HE MOXE /a IO OTAEIA IPABHIHO.

BakcHHaTa chabpxka nmo-Manko or 1 mmol satpmii (23 mg) Ha 1034, T.€. MOXKE [ia Ce KaXE, 1€
NPAaKTHYECKH HE CBABPKA HATPHH.

BakcuHata chABPHkKa Kanui, mo-mManko ot 1| mmol (39 mg) Ha 1032, T.¢. NPAKTHYCCKH HE ChABPXKaA KaJldi.

3. Kak ce npuaara Ilpuopukc

[IprOpHKC ce HHKEKTHPA NOA KOXKATA WIH B MyCKyJIa Ha MUIITHHLATA, M/IH HA BBHIIHATA YacT Ha
Oeaporo.

[IpHOPHKC € MpeHA3HAYEH 3a NPHI0KEHHE MPH AE1A Ha BB3pacT 0T 9 MeceIa U noBeye, I0HONIY 1
BB3PACTHH,

[ToaXOaAMOTO BpeMe 33 BAKCHHUPAHE 1 OPOAT HEXEKINH, KouTo e Bu 6paaT HanpasexH, e 65aT
omnpeaenesy oT Baumd nexap, ChrilacHO ChOTBETHUTE O(MHUIIMATIHH IIPETIOPBKA.

BakcHHAaTa HHKOra He TpaOBa Ja Ce MpH/lara BbB BEHA.




4. B13MOXKHH HEeKCJIAHH peaKklHH

KakTo BCHUKH JICKApCTBa, Ta3H BAKCHHA MOXKe 112 MPeJU3BHKA HEXEIAHH PEAKLHH, BLIIPEKH HE HE BCCKH
T'd IOJIy4aBa.

HexenaHuTe JICKAPCTBEHH PEaKLHH, HabToAaBaHy o BpeME Ha KIHHUYHE H3NUTBaHHA ¢ [1puopukc, ca
CIICIHUTE:

¢  MHoro gectu {MOFaT J1a c€ NoABAT 1pu noseue ot 1 Ha 10 1o03u BakCHHA):
® 33uUcpBABAHE HA MACTOTO Ha MHIKEKTHPAHE
e TIOBMILIEHA TeMreparypa 38°C H nopeye

¢ YecTu (MOTAT [ia ce MOABAT IpH Ao | Ha 10 2031 BaxcHHA):
s 0OIKa ¥ MOoJyBaHE HA MACTOTO Ha HHKEKTHPaHE
e MoBHUICHA Temnepatypa 39,5°C u noseye
e 00puB (IIbIIKY)
e WHPEKLUUA HA TOPHUTE JUXATCIHH ITHTHIA

* HeuecTu (Morat fa ce nosssT Ipy 1o 1 ga 100 1031 BakcHHA):
e yHpEKIUA HA CPEAHOTO YXO
¢ [I0/iyBaHe Ha TUM(pHHTE Bh3IM (3x1e31 B 007acTTa HA IHATE, B IOAMHIIHHLATA HIH B
cnabuHuTE)
3aryba Ha aneTur
HEPBHOCT
HEeOOUYACH TUTaY
be3CcEHHE
3auepBsBaHe, APA3HEHE U ChI3EHE OT 04HTE (KOHIOHKTHBUT)
OpOHXHT
KalLUTALa
[OlyBaHe Ha OKOJOYIIHUTE g3 (X134 B 06nacTra Ha Oy3HTe)
oHAApUs
[IOBPBILAHE

¢ Peaxu (Morar aa ce nogest npu a0 1 ua 1 000 no3u BakcHHA):
¢ TBPYOBE, CHIBTCTBALIM [IORMINIABAHE HA TEMIIEpATYpaTa
® AICPIrAYHH PEAKLHH

B cneaperucrpanposHMa nepuon Ha [Ipropuke, B peAKH ciyday ca HabMI0AaBaHH CACAHNTE HEXKEIAHH
pEAKLIVH:

® OONIKA B CTABHUTE M MYCKYJIHTE

® TOMKOBHIHH MM MAJIK{ KPBBOW3THBH MM CHHHHH, [IOABABAINH CE MO-JIECHO OT OOUKHOBEHO,
KOMTO ¢a B pe3yJITaT Ha [IOHHXKeH Opoil Ha TPOMOOLMTHTE

¢ HEOYAKBAHA KHBOTO3aCTPAIllaBaIa aJepruyHa peaxiys

¢ HHGEKIHA WIH BH3NAIEHHE HA MO3BKa, TPBOHAUHKA MOIBK U NIEPUGEepHUTE HEPBHU, BOAEIIH [0

NBHKEHUATA HA TAJIOTO, BE3NAIECHHE HA HAKOH HEPBH, BB3MOIKHO € 1a ca €
3ary0a Ha YyBCTBHUTEIHOCT, WIH HOPMAIIHO JIBIXKEHHE (CHHAPOM Ha [Muiey

¢ CTCCHABAHE WM 3anynIBaHC HA KPbBOHOCHH ChA0BC.



* epHTEMA MYITHPOPME (CHMITTOMMTE Ca YEPBEHH, YECTO CHPOAINM IETHE, noAOoOHK Ha 0OpHBa NIPH
MOPOHIIM, KOMTO Ce MOABABAT MILPRO [0 KPaiHUUMTE, a IIOHAKOra U 110 IHUETO ¥ IT0 ISII0TO
TSIO)

¢ CHUMIITOMH, TIOACOHY Ha TE3U IPH MOPOHIIH H MAPOTHT (BKIIOYHTENHO BPEMEHHO OC/IE3HEHO
IOAyBAaHE HA TECTHCHTE U [IOYTH JJIE3H 110 1IHMATA)

Cho0ImaBaHe HA HEXKEJIAHH PEAKIHH

AKO NOIYYHTE HAKAKBY HEKEIAHH JICKAPCTBECHU PEAKLIM, yBeoMeTe Ballms gekap Hild (papMalIeBT.
ToBa BKIIOYBA BCHYKH BB3MOKHH HEXEAHH PEAKIMH, HEOIMCAHY B Ta3M JHCTOBKA. MOKeTe Chiulo Nia
CHOOIINTE HEXENAHW PEaKiii JUPEKTHO Ha:

HM3nbIHUTENHA areHIHs 10 IEKapCTBATa
yn. ,,JdamsaH I'pyes” Ne &

1303 Codus

Tel.: +359 2 8903417

yebcaiiT; www bda.bg

KaTo ¢cpo0InaBare HeXeIaHW peakiii, MOXETE /14 AaeTe CBOA IIPHHOC 32 NOJIyJaBaHE Ha IIOBCYC
HEpOPMALIHS OTHOCHO 0e30MacHOCTTa HA TOBA JICKAPCTBO.

5. Kak pa cexpanseare HIpHopHKc
CrpxpaHaBalTe Ta3d BAKCHHA HA MACTO, HEAOCTHITHO 3a ACLA.

He w3nonsBaiiTe Ta3sy BaKCHHA CIE CPOKa Ha TOAHOCT, 0TOEI3aH BhPXY KAPTOHEHATA OIIAKOBKaA CIIEA
SJlomen 10:”.

Ha ce cpXpanasa v TpaHcroptepa B xnaguaHuk (2°C — 8°C).
Jla HE ce 3aMpa3gBa.
Jla ce chbXpaHABA B OpHTMHAJIHATA OMAKORBKA, 3a J1a ¢€ NIPEAna3H OT CBETIIMHA.

Ciieq1 pasTBapsgHe BakcHHATa TpsAOBa [a ce MPHJIOKH BeHara. AKO TOBA HE € Bb3MOKHO, BAKCHHATA
TpabBa a ce chxpansasa B xaamuiHuK (2°C — 8°C) 1 ma ce U3M0I38a A0 8 Haca ClIe/l PasTBaPAHETO.

He u3xBbpIaiTe JICKAPCTBATA B KAHATIM3ALKATA UIH B KOHTCHHEPA 33 JOMAIUHN OTHAABIH. [Tormnraiite
Bamns $apMaLeBT Kak 43 H3XBBPITE JEKapeTBaTa, KOHTO BEYE He H3roa3sare. Te3n MEpKH e
CIIOMOTHAT 34 Of1a3BaHe Ha OKOJIHATA Cpea.

6. ChAbp:XaHHe HA ONAKOBKATA H JOObJIHATEIHA HHGOPpMAaNNs

Kakso cbabpxka [Ipuopnxc

AKTMBHHUTE ChCTABKH Ca: MOPOWICH, IAPOTHTEH U PyOEOIEH KHMBH ATCHIOMPAHH BHPYCH.

Jpyrure CbCTaBKH Ca:

[Ipax: aMHHOKECeNHHY (BKTIOYHTEIHO (heHHNANaHHH), 1axT032 (De3poaHa), Manuron (E 421 OHTOI

(E 420), cpena 199 (chabpxa peHMnananmuH, mapaaMHHOOCH30€HA KHCEINHA, HATpUHA
Pa3TBOPUTEN: BOLA 38 WHIKEKIUH




Kaxk m3riexna [IpHopHKC B KaKBO ChAbpPiKa ONaKOBKaTa

[TpHOpHKC MpeCTAB/IABA MPaX ¥ Pa3TBOPHUTEI 33 MHKEKLIMOHEH Pa3TBOP (IPax BB ¢naxoH 3a 1 no3a u
pasteoputen B amnyia (0,5 ml)) — onakoska mo 100.

[Tpuopukc ce mocraBs moa ¢opmara Ha Os1 10 CBETIOPO30B Ipax M MPO3paA4CH Oe31BETEH Pa3TBOPHUTE]
(Boa 3a MHXKEKIIMH) 332 pa3TBapsHe Ha BAKCHHATA.

He BcHukH BH/I0OBE OMAKOBKM MOraT Ja ObaT MyCHaTH Ha rasapa.
IIpuTexaTes1 HA pa3pelIeHHeTOo 32 ynoTpeda H NPOH3BOAHTE

GlaxoSmithKline Biologicals s.a.
Rue de I’'Institut, 89

1330 Rixensart
benrus

JlaTa Ha MOCJIeHO NMpepa3rjexiane Ha aucroBkara: 10/2023

JIpyra M3TOYHHIH HA HHpOpMALHA
[MoxpoGHa MHpOpPMALIHS 32 TOBA JEKapcTBO € NpeaocTaBeHa Ha yebcaiita Ha EBponenckara areHIus 1o
nexkapcrBara: http://www.ema.europa.eu

[TocoueHaTa 1no-a01y MHGOpMALKs € NpeAHa3HavYeHa CaMo 3a MEIUIIMHCKH CIICHHATHCTH:

KakTo mpu NpUIIOKEHHUE Ha BCHYKM MH)KEKIMOHHN BaKCHHH, BUHAru TpsOBa a ce€ MMa rOTOBHOCT 32
CHOTBETHO MEIMIIMHCKO JICUeHHE U HAOII0IeHHE, B CITydai Ha paaKa aHaQUIaKTHIHA PEaKHs ClIe/
PUJIOKEHUETO HA BAKCHHATA.

AJIKOXOIBT U JPYTHTe Ae3MHPEKIIMOHHH CPEICTBA TPAOBa Ja Ce OCTAaBAT Jia C€ U3MapAT OT NOBbPXHOCTTA
Ha KO)KaTa, IpeId MHKEKTUPaHe Ha BAKCUHATA, ThH KaTo T€ MOrarT Ja HHAaKTHBUPAT aTCHIOMPAHHTEC
BHPYCH BBB BaKCHHATA.

[puopukc He TpsAOBa Aa ce Npuiara BbTPECHAOBO NPYU HUKAKBH OOCTOATENICTBA.

[Ipu nurica Ha IPOYYBAHHMS 33 HECHBMECTMMOCTH, TO3H JIEKaPCTBEH MPOAYKT He TPAOBa J1a ce CMeCBa C
APYTH JIEKAPCTBEHHU ITPOJYKTH.

[Mpenu pasTBapsiHe WIM MPHIOKEHUE, PA3TBOPUTENAT M pa3TBOPEHATa BaKCHHA TpsAObBa Aa ce nperienar
BHU3YaJHO 32 YYXXIM YaCTULM W/WIA NPOMsAHA BbB BBHHIIIHUA BHI. B cayuaii, 4e ce Habir0aaBa HIKOE OT
JIBETE, HE U3IOJI3BANTE Pa3TBOPHUTEIIS WIH pa3TBOPEHATa BAKCHHA.

BakcuHara Tps0Ba Ja Ob/1€ pa3TBOpeHa upe3 100aBsHe Ha LI0TO ChABPIKAHME HA aMITyJlaTa C
pa3TBOPHTEN KBbM (J1aKoHa, Chabpkall npaxa. CMmecta TpsOBa 1a ce paskiaTi 100pe, 10 MbJIHOTO
pa3TBapsHE Ha [paxa B pa3TBOPHUTEIIA.

B pesynTat Ha Majiku konebanus B pH, pasTBopeHara BakcHHa Moxe 1a Obae 01
BHOJIETOBO OLBETEHA, O€3 BlIOIIaBaHE Ha JICUCTBUETO HAa BAKCHHATA.
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H3rernere 11A10TO CBABPKAHUEC Ha (PIaKoHa.
3a npunaraHeTo Ha BaKCHHATa TPAOBA Ja C€ M3MOA3Ba HOBA HUIJIA,

Cnep pa3rBapaHe, BAKCHHATA TPSOBA Ja ce NPUIOKH BeaHara. AKO TOBa HE € BB3MOXKHO, BaKCHHATa
Tps6Ba Aa ce chXpanasa B xammHuK (2°C — 8°C) u aa ce u3000138a 20 8 yaca ciejl pasTBapsHETO.

Hemsnon3BanumT TeKapeTBeH IPOAYKT WM OTHAIbYHHTE MATEPHANH OT HEro TPsOBa 13 ce U3XBBPIAT B
ChOTBETCTBHE C MECTHUTE N3HCKBAHHA.




