KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

HMme Ha TeKapCcTBEHHA NPOXYKT

IIpropuKkc npax ¥ pa3TBOPHTE) 32 HHKEKHMOHHA CYCTIgH:

MHUTENH I
Priorix powder and solvent for suspension for injectiorn UTESTHA ATEHUWA NO NEKAPCTBATA

Kpamxa xapaxmepucmuxs ua npodyxma - flpunoxerss 1

Kam Py\\-”)Q%a vereerdls H Oa‘ Oﬂ .

UL LL LT TTY TP Frya

03,09, ,Zcmd’

Srbabrenhannabhnbbihob rbbbhnkyy

Bakcunaa cpemy MOpOHKIIH, TapOTUT H pybeonia (KHBa)
(Measles, mumps and rubella vaccine (live))

Qonbpeno: .. :}

KadecTrBeH ¥ KOJHYECTBEH CLCTAB

[IpropHKc € THoduiH3HpaHa KOMOHHHpaHa BaKCHHA OT aTeHIOHpaHHu MopOueH (Schwarz

strain), mapotureH (RIT 4385 strain, monyuen ot Jeryl Lynn strain) i py6eoner (Wistar RA 27/3
strain) Bupycu. Bceku oT TAX € npoU3BeAeH OTAEIHO - Ype3 pasMHOXKaBaHE BbPXY NHIICIIKH
eMOpHOHATHH (HApOTUT U MOpOMIN) Wik BEpXxy MRCs yoBeniky AMNNOHAHH KICThYHH KyITYPH

(pyGeona).

TIpnopHKC OTropapsa Ha H3HCKBaHMATA HAa CBeToBHaTa 3ApaBHa OpraHu3anus 3a

MPOH3BOACTBO Ha GHOJIOTHYHH NIPOAYKTH H 32 JXMBH KOMOHHHMPaHH BaKCHHH CPeLLy MOPOHIH,
MapoTHT U pybeota.

Enua noza ot sakcHHarta ciea pasrteapsae (0,5 ml) ChIbPXKa HE MO-MANKO OT 10°Y CCIDsg*

MOpOHeH Bupyc (Schwarz stram) He no-Mako ot 107’ CCIDse napotuter Bupyc (RIT 4385
strain) ¥ He MO-MAJIKO OT 10*° CCIDs; pyGeonen Bupyc (Wistar RA 27/3 strain).

4.2.

3a nOMOIHHUTE BEIECTBA BHXKTE TOYKa 6.1.
* CCIDso = TCIDsp = KN€TBYHO - KYATYpeNHH HHpEKUHO3HH 034 50 Y.

JdexapcTBena popma

[Ipax 4 pa3TBOpHTEN 33 HHXEKIIMOHHA CYCTICH3MA,

KauHUYHH JTaHHH

TepaneBTHYHH NOKA3AHHS

[TpropHKC € MOKa3aH 3a aKTMBHA UMYHH3AUMS cpelly MOpPOHIY, MapOTHT U pybeora.

H03HpOBKA M HAYHH HA NPHJIGKEHHE

To3upoBka

ITpenopnuBa ce MpUIOKEHHE Ha eHa fo3a (0,5 ml) oT pasTBOpeHaTa BakKCHHA.
UMyHH3aUHOHHHTE CXEMH €a pa3iiyHe B OTACIHUTE CTpaHH. BakcHHaTa Aa ¢e mpunara

ceriacHo MMynuzanmoHaus KameHaap Ha Peny6iuka briarapus.

HauyHH HA DPHIOGKEHHNE

[IpHopHKC C& NpHIIAra MOAKOKHO HIIH HHTPAMYCKY/IHO (BX. TO4Ka 4.4).




4.3. IIpornBonokazaHus

IIpnopyuKe € NpOTHBONOKA3aH NpU JIMIA C U3BECTHA CHCTEMHA CBPBLXYYBCTBHTEIHOCT KM
HEOMHIMHE KM KBM HAKOS OT OCTaHAJIHUTE CHCTABKH Ha BaKCHHATA {BXK. CBUIO TOYKA 4.4).
AnaMHe33 332 KOHTaKTEH ASpMaTUT KbM HEOMHIIMH HE € IPOTUROIOKA3AHHE.

IIpuopukc He TpsOpa na 6bae mpusiarayd Np J4ia ¢ HApYILEHUs BbB QYHKUHUATA HA
WMYHHATa CUCTEMA - ITbPBUYEH MM BTOPHUYCH HMYHEH ACPULNT.

KomOuHHpakaTa BakcHHa cpemy MOopOuau, napoTut 1 pyGeona Moxe Ja 6bae npunarasa
npu acuMmrroMariaiu HIV-prdekTupanu, 6e3 HexxenaHd nocAeACTEUA 32 3a00JIABAHETO UM, U
clel MpeleHKa Ha iekap npu cuMnroMaryudy HIV-nadgektupanu nuoa.

Ilpuopukc He TpadBa na 6bAC npUnarad B cACAHUTE ClyYYau.

- AKTHBHa, HENIEKYBaHAa TYOEpKyno3a

- ITauneHTH, NEKyBaHU C UMYHOCYIIPECHBHA Tepanisi. 10Ba NpOTHBONIOKA3aHMe HE C& OTHACA
110 NAIMEHTH, NEKYBaHHU ¢ KOPTHKOCTEPOKIH KaTo 3aMECTHTETHA Tepanys, Hanp. npy donecrra na
AJIMCOH.

- [TanienTy, cTpajaiid OT KpbBHA AHCKPa3Hs, TEBKEMUS, HIKAKLB BUJ MUMMOM HWiIH ApyrH
HOBOOOpa3zyBaHMs, 3acAralld KOCTHHA MO3BK MW TUM(POHAHATA CHCTEMA.

~ IIspBrucH HMYHEH AeHUIUT, BKJI. HEAOCTATHYHOCT HA KICThYHHUA HMYHHUTET, XHIO- WX
ancraMariobyiuHemMus

- luna ¢ damnunHa anaMHE3a 3a BpOACH/HACNEACTBEH UMYHEH Je(PHIUT, NP YCTaHOBABAHE
HA UMYHHATa UM KOMIICTEHTHOCT.

BakcuHanysta Tpsioba aa Obae OT/IOKEeHa Hali-Malnko ¢ TP Meceua npH NUla, Ha KOHTO €
HallpaBeHO KPLBOMpENvBaHe/ TpaHCcdy3ua Ha Mna3Ma WK Cliell IPUNoXKEHHE Ha YOBCIIKN
MMYHOITIOOyIMHH.

[IpuopHKc € MPOTHBOMOKA3AH 3a NPHIIOKEHHE 110 BpeMe Ha GpeMerHHoCT. OcBEH TOBA, TpAOBA
na ce u3barea 3abpeMensBaHe TPH Mecella cliell BakcMHanus (B, TouKa 4.6).

4.4. Cnenpagsu nperynpexIeHus H NpeanazHn MEpKH NpH ynoTpeda

KakTo npu BCHYKH BaKCHHH, NpHIOKeHneTo Ha IIpuopHke Tpa6sa ga 6bA¢€ OTIOXKECHO NPU
AHIA ¢ OCTPH TexKH Pebpunny 3abongpanus. Hannuuero Ha nexa uH(exkus, He NPEeACTaBIIARA
MPOTHBONOKA3aHKUE 32 BAKCHHALUA.

Tail KaTO ATKOXONET M APYTHTE JE3NH(EKIHOHHN CPEICTBA MOTAT 12 MHAKTUBUPAT
aTeHIOUPaHUTE BUPYCH BB BAKCHHATa, NNpeIH MHXeKkTUpaneTo Ha IlpropuKe TpsOBa 1a ce u3qaka,
AOKATO AC3MH(pEKTAHTHTE C€ M3NapIT 0T KOXKATA.

AKo npoayKTET 63Je nprioxkeH 10 72 4aca cliel KOHTAKT ¢ MOPOMIIEH BHPYC, MOXE Jia ce
[TOCTHTHE OTPAHMYCHA 3aLIUTa cpeuly NH(EKLIUATA.

Henata nox 12 MeceyHa BB3pacT MOrar Ja pa’BUAT HEJOCTAaThuCH UMYHEH OTTOBOD KbM
MOpOHITHATa CHCTABKA H3 BAKCHHATA, ITOPanH Bh3MOXHO NEpCUCTHPaHe Ha MAHYUHHATE aHTUTENA
cpemry MopGuin. Tosa He TpsaOBa Ja HaKmouBa ynorpebaTa Ha BakCHHaTa py aena noj 12 mMecena
B HAKOM CHTYaIlHy, Hanp. BAICOKOPHCKOBH palionu. B Te3u ciiyyan TpAOBa na ce HMa NpeABUA
IIOBTOPHO NPHIOKEHHE HA €1Ha J103a OT BAKCHHATA HA UIH cliefl 12 MeceyHa Bh3pact.

Mop0OunHaTa ¥ NapoTUTHATA CHCTABKH Ha BAaKCHHATA Ca MPOU3BEAEHH BHPXY NUNCILKH
eMOPHOHANHY KNETHYHHU KYJITYDH M 3aTOBA MOXE Aa CHABPIKAT CACAM OT AfYeH MPOTenH. JInuara ¢
MHHQJIa aHaAMHE3a 3a aHapHNaKTHuga, aHahUNaKTOUAHA MM APYT TN peakity oT Obpa THI (Hamp.
reHepalHM3ipala ypTHKapysa, OTOK Ha YCTaTa Wil IbpJioTo, 3aTPYAHEHO AHINAHES, XHIIOTOHHS WA
INOK) CeJl IPHEM Ha fiilla MOXKE J1a Ca C TIOBHIIEH PUCK OT Pa3BUTHE Ha peakUus Ha

ke T T———— .
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aHadHIaKCHA el PUEM Ha fiila, TpaGBa Ja O'baaT BakCMHMpaHu ¢ 0COOCHO BHUMaHHE, KaTo
Tps6Ba Aa ke OCHTyPEHO aIeKBaTHO JIcYeHHE Ha aHaduNaKcKUaTa B CIyYad Ha I104Ba Ha TaKaga
peaKus.

[Ipu Aeua, aNepridHy KbM fiila ce OpenopbuBaT CISLHANTHH NPeINa3HN MEPKU:

- Aela, KOATO B MEHAIIOTO CJIe/ [IpHEM HA dHLa Cca UMaTi CCPUO3HH KapAHO-peciiHpaTopHH
peakiuy (pobieMy ¢ JHIaHETO, [IMaHO3a, HApYLUCHHA Ha Ch3IHAHHETO)
- nela ¢ acTMa, JAKE M [a He ca HMald CEpHO3HA alleprHYyHa peaKlus ciell NpreM Ha Jiia B

MHHAIOTO.

B TakuBa clly4au, ce npenopbyiba BaKCHHATa 1a ObA€ NpHIIoKeHa B DOMHWYHM YCIOBHA,
MO3BOJIABALIN MPOCNE/ABAHE HA CHPCUHATA M AUXATENHaTa HyHKIIKH 32 JBa Yaca Cnell
pakcHHaluATa. OCBeH TOBa ce NMpenopbuBa fMpM BCAKO AETE, IPH KOETO CE € MPOABHIIA anepruina
peaKiHs KbM BaKCHHA Ja C€ ThPCH [IPHYMHATA 32 Ta3H peaKIl.

TIpuopuke Tps6Ba Aia ce Mpuara BHHMATE/HO NPY MAHeHTH ¢ MEHAJA M (aMHUiIHa
aHAMHE3a 33 ATepridHi 3a60/1ABaHHs HITH T'HPHOBE.

Tpsabea na ce U36sArea NOKaYBaHE Ha TEJIECHATA TEMIICPATYpa NPH MALHEHTH C HAPYIICHUE Ha
IIEHTpaJHATA HEPBHA CHCTEMA HIIH C IPEIUCIO3NEA KbM hebpunnu repuaose uny gamMunHa
aHaMHE3a 3a I'EPUYOBE.

He € nOKYMEHTHPAHO MpeaaBale Ha MOPOUAECH UK NapOTUTEH BHPYC OT BAKCHHHPAHH M
Ha NIOJAT/IMBH KOHTAKTHH, V3BECTHO €, Ue pyOeoNHus BUPYC C€ €KCKPETHpPa OT PapHHKCa MEXIY 7-
sl A 28-4 IeH CJie]] BAKCHHALMATA, C MUKOBA eKCKpelmsa Ha 11-ug nen. Hama fAanHH, obaue,
OTACISHUAT BAKCHHAJICH BHPYC Ja Ce NpeAaBa 0T BAKCHHHPAHNTE HA NIOJATIIHBH KOHTAKTHH.

[pu Manbk Gpoit nampenTy IIPHOPHKC € MpUTarad HHTPaMyCKyIHO. Y CTAHOBECH € aICKBaTeH
¥MYHEH OTFOBOP MO OTHONIEHHE Ha TPUTE BHPYCHH CHCTABKM BbB BAKCHHATa (BXK. TOUKa 4.2).

I[Ipu Hukaxsy obcroaTencrna [IpropHke He TpaGaa A2 ce MPHIara HHTPaBeHO3HO.

KakTo npM BCHYKHM MHKEKLIMOHHM BaKCHHH, BHHAry TpsOBa Jja ¥Ma roTOBHOCT 33 [IOAXOAAINIA
MEIUIHHCKO JeYene U HaGMmoAeHHe B peAKH CIIyuald Ha aHadWIAKTHYHA peaKkilusg CIe
NPUNOXEHUETO Ha BAKCHHATA.

B cnyuaii Ha aHaATaKTHYHA peakiiia TpAOBa Ja € HaJTHYEH pa3TBOp Ha enmuHedpUH 3a
HHKEKIMOHHO MpHnoxenue. Bakcunnpanuat TpabBa a ocTaHe Mo HabMoeHHE 32 30 MUHYTH
clien BAKCHHAIIVA.

B ciyvaii Ha cepro3Ha aHa(hHIaAKTUIHA peakilksa (CBbp3aHa CbC 3aTPyJHCHHE Ha TUIIAHETO,
XUITOTOHHSA WIH IOK) KaTo 6a30B0 JieueHue Ja ce NpUIara eniHepuH (agpeHanuH). 3a
NPEANOYHTAHE € UHTPAMYCKYJIHOTO, @ HE MOJKOXHOTO NPHITOKCHHE, TOPain no-pobpara
pezopbuus B cinydad Ha XHINOTOHUA.

Ho3npoBKaTa Ha ENHHEDPHUH € CIeiHaTa!

[pu BB3pactHu: 0,3 no 0,5 ml ot 1/1000 Boaen pastop (=1 mg/ml) HHTpPaMYCKYNHO.

TIpu mena: 0,01mli/kg ot 1/1000 Boxen pasteop (=1 mg/ml) uHTpamyckyaHo(max 0,5 ml).

Axo HaAMa nopobpeune Moxe Ja OpAC IPHIIOKEHA BTOPa 1032 HHTPaMYCKyITHO CIIC] 3

MHHYTH.

4.5. BaaumopeiicTBHA ¢ APYTH JEKAPCTBEHH NPOIYKTH K APYTH GOpMH HA BIaHMONEHCTBHE

AKO ce Hajara TyDepKyJIHHOBO HacueABaHe, TO TpAGBa Ja ce M3BBPINM NPEAU WK
eHOBPEMEHHO C BAKCHHALIMATA, Thid KaTO € H3BECTHO, Y€ MHUBATA mopOuIIHa (a8 BEPOATHO H
MapoOTUTHATA) BAKCHHA MOraT Jia JOBEJAT A0 BPEMEHHO NOJTHCKAHE HA KOXKHATa TyOepKyJIHHOBA
qYBCTBMTEMHOCT. TOBA SABJICHUE MOXKE /1a IPOXBIDKH 4-6 CEAMHLIA K TyOepKyJTMHOBO U3CTICABaHE HE
TpsOBa Ja ce M3BLPINBA 32 TO3M M1EPHO OT BpeMe CIIC BaKCHHALlu4, 3a a CE yiberHar Qaimuuso
HETaTUBHHUTE PE3YNTATH.

[IpoyysanusTa MOKa3BaT, de IIpuopuKe MoXe Ja ce npHiara ¢{HOBPEMEHHQ © JKHUBaTa
aTEHIOHpaHa BakcHHa cpewly Bapuuena (Varilrix), Ho Ha pasuHY HENERL




Bripexu ge, HAMa JaHHW OTHOCHO €JHOBPEMEHHOTO MPUIOKEHHE HA IIpHopuxc 1 ApYTH
BaKCHHK, OOLIONPHETO €, Ye KOMOHHUpaHaTa BAKCHHEA CPelly MOPOHIIM, TAPOTHT ¥ pybeona MOXe
na 6he Npriarana €AHOBpeMenHo ¢ nepopasinara (OPV) uin ¢ KHaKTHBHpaHaTa (IPV) BakCcHHH
Cpely MONMOMHMEHNT, C TPHBATEHTHHTE HEKSKIFOHHH BaKCHHH CPElly AM(PTEPHs, TETAHYC 1
koxmowt (DTPw/DTPa) u ¢ rakcunnte cpeuty Haemophilus influenzae type b (Hib), npu ycnosue
ye ¢ URMOM3BAT PA3THYHKE HHKEKLHOHHH MECTa 3a OTACIHHTE BAKCUHH.

B cnyuaii, ye PRIORIX He moxe Aa 6be MPUIOKEH €IHOBPEMEHHO ¢ IPYTHTE JKHBU
ATeHIOMPAHU BAKCHHH, MEXIY OTACITHUTE BaKCHHALMU TpAOBa /1a C€ CMa3Ba MHTEPBAll HE MO-MalbK
OT €IMH MeCell.

[Tpu Jv1a, HA KOUTO CA NPHIOKEHH YOBESIIKA MMYHOTIOOYIMHIA HJIK € HaNpaBeHo
KpHBOMPEIMBaHE, BAKCMHALMATA TPA6Ba fa Obje OTIIONKEHa ¢ Hal-MAJIKO TpH MECeNa, Mopa/iu
BEpOATHOCT OT HEYCIIeX, Ab/DKalll C¢ Ha ACHBHO MPHAOOHTHTE MOpPOMIIHHK, MAPOTHTHY K PYOEOHHM
aHTUTENA.

[IpuoprKe MOXKE Ja C€ TIPHIIOKH 3a peUMYHU3allis NP JIMila, KOUTO IPEH TOBA ta
HMYHH3HMpaHH ¢ [pyra koMOMHApaHa BAKCHHA CPEIly MOPOH/IH, NApOTAT U pybeoa.

4.6. BpeMeHHOCT H KbpMEHE

BpemennocT
TIpHOpHKC € IPOTUBONOKA3aH 3a NIPUIIOXKEHHE MO BpeMe Ha OPEMEHHOCT. OcBeH TOBA,
3abpeMenaBane TpsAOBa Aa ce n30ATBa TPH Mecella CIIE/ BAKCHHALHATA.

KbpMeHe
HsaMa JaHHM OTHOCHO MPUIOKEHHWETO Ha MPOAYKTa NPH KbPMEUIH JKCHH, BakcHHalHATa IpH
KbPMaYKe MOXe Aa ObAe U3BBPLIBAHA, CaMO aKo 107132Ta OT MMyHU3allnATa HaABHINABd PHCKA 33

0edeTo.

4.7. EdexTn BLpXy cnoco6HocTTa 32 modupase n padoTa ¢ MALIMHH

Hama onucany.
4.8. HexelaHH JeKapCTReHH PeaKLHH

Hesxenauure peakiiny ce xiacnduuupar no 4ecToTa no cacAHHs Ha9HH:
Muoro uectid: 2 10 % -

Jectn: 2 1% u<10%

Heuvectn: = 0,1 % u<1%

Penxu: = 0,01 %u < 0,1 %

Mpnuoro pemxu: < 0,01 %

I[To BpeMe Ha KOHTPONHPAHK KIMHHYHA H3NMTBaHHM:A aKTHBHO Ca [Ipocnc/iiBakii NpU3HaLHTe
1 CHMIITOMMTE M0 BpeMe Ha 42-AHEBeH nepou, 0T BpEME C/ie[l BaKCHHALIUA. Ha BakcHHUpPaHHUTE ca
JafeHy yKaszaHua Ja CboOIaBaT BCHUKH KIMHUYHN MPOSBH IO BPEME HA HINUTEAHETO.

[MpodunsT Ha Ge30MACHOCT Ha BAKCHHATA, MPEJCTABEH MO-J0JTy C& OCHOBABA Ha oo
npubnuaurenso 12 000 nuua, Ha kouTo [IpHOPHUKC € NPHIIOKEH N0 BpeME Ha KJIMHUIHATE

W3nnHTBaHNA.

Hudexuun # HHPeCTAlMM:
He 4eCTH: OTHT Ha CPEAHOTO YXO
YectH: HHGEKIMA HA TOPHHTE AUXATETHU TBTHINA




HapyuieHrs Ha KPLBTA M JTHM{GHATA CHCTEMA:
He gectu: numd¢aacHonaTus

HapyiieHus Ha HMYHHATa CHCTEMa:
Penxu: anepruiHy peakuuH

Hapyiienus Ha metabonuiMa ¥ XpaHEHEeTo:
He yecTH: aHOpEKCHA.

TICHXWYHM HAPYIICHUA:
He vecT: HEpBHOCT, HeOOHU4aeH a4, 0e3CbHHE.

Hapyimenys Ha HepBHAaTa CUCTEMA:
Peaxu: debpunHu repuoBe

HapyiieHds Ha QUUTE:!
He YecTH: KOHIOHKTHBHT

PecniMpaTopHH. [PBAHH ¥ MEHACTHHANTHH HAPYIUCHAA:
He yecty: OpOHXHT, KalIKIA

CTOMAIITHO-YPEBHHN HApYIIECHHUA:
He decTy: roZyBaHe Ha NAPOTUTHUTE AUIE3H, AHApHS, MOBPBIIAHC

Hapymenusa Ha koXKaTa H NOJKO)KHATA ThKaH.
Yectu: 06puB

Q6 HapyieHns 1 eeKTh Ha MACTOTO Ha MPHIIOKCHUCE:
MHOro YecTH: 3ayepBiBaHe Ha MACTOTO HAa MHIKEKTHPAHE, NOBHILICHA TEMIIEpaTypa >38°C
{pexranuo) nm >37,5°C (akcunapHo/opaiHo)

Yectu: 6oMKa M IoAYyBaHe HAa MACTOTO Ha HHXKCKTHpaHe, NOBHIICHA TEMNICpaTypa >39,5°C
(pekTanHo) wm >39°C (akcHIapHO/OpaTHo)

KaTo 1410, KATEropHHTE HEXEIaHH peakuyH (110 4ecToTa) ca noAodny 3a nbpBsaTa  BTOpata
1034 BakcuHa. M3moueHre npapu 601KaTa Ha MACTOTO Ha HHXKCKTHPAHE, KOATO © “YecTa” cnen
’bPBATA JI03a BakCHHA H “MHoro yecTa’’ cliesl BropaTa 103a.

ITo BpeMe Ha NOCTMAPKETHHIOBOTO na6IoneHue JOMBIHUTEHO ca Cho01aBany CICAHATE
HEXKEITAHU peaKklMK, CBbP3aHH NO BPEME ¢ BaKCHHAIMATA C [IpnopuKC:

HMudexnuu ¥ nHbecTallun:
MEeHUHIHT

Hapymenus Ha KpbBTa B MMMQHaTa cUCcTEMA:
TpoMbowHTONEHNA, TPOMOOLHTONECHHYHA ITypNypa

Hapyimenus Ha UMYHHATA CUCTEMA!
AHaduNaKTHYHU peaKiy




Hapyiienus Ha HEPBHATA CHCTEMA:
Tpancaep3anen MueuT, cuaapoM Ha Guillain-Barre, mepugepen HEBPHT, equedamt*

Hapyiuenus Ha KoXaTa M JIOIKO)KHATa ThKaH:
Erythema multiforme

HapyiueHus Ha MyCKYJIHQ-CKE/IeTHaTa CHCTEMA M CHETHHMTE/THATA THXAH.
ApTpanrus, apTpHT

OOmm HapymeHus B edekTH Ha MACTOTO Ha NPUI0KEHHE:
Cunjapom Ha Kawasaki

*EnnedanuT e ¢hoburaean ¢ yectoTa nod 1 Ha 10 MuIHOHA 103H, PuckbT oT eHIedaniT el
IPUIIOKEHHE Ha BAKCHHATA € MHOTO NMO-MATBK OT PHCKA OT eHLedaTuT IpU CTECTBEHA HHPEKINA
(3a MmopBumi: 1 Ha 1 000 mo 2 000 ot cay4anTe; 32 pyGeona: npubmusutenno 1 Ha 6 000 ot

CJTY4YauTe).

B penku cmydad He MOXe Ja OBb/ie M3KIIOUEHO RapoOTHTONOAOOHO CHCTOAHHE ChC CBKPATeH
MHKYOaroHeH nepuoj. B exuHUYHM ciTydaM € ChoOLIaBaHO 3a MPEXO/THO §oJiezHeHO NoAyBaHe Ha
TECTHCHTE CJIE/l IPHIOKEHAE Ha KOMOMHHpaHa BaKCHHa Cpelly MOPOMITH, IapOTHT K pybeona.

B pesxw ciydaH cief BakcHHauud ¢ [IpHopuke e cpo01asaH MOpPOHIH-TIOAO0EH CHHIPOM.

Cny4aitHOTO MPHUJIOKEHHE Ha MPOJIYKTa BETPECHAOBO MOXKE 112 10BeAC A0 TEKKH peakilin
WK JopH 10 oK. HanoxuTenHu ca He3abaBHU MEPKH, 3aBHCEILH OT TEKECTTa Ha peakiiuiia (BXK.
Touka 4.4). |

[Ipy CpaBHATENHH MPOYYBAHAA € AOKIABAHA CTATHCTHYECKH 3HA1MMO MO-HACKA MECTOTa Ha
nokannata 6oka, 3a4epBsaBaHe U mogyBaHe npu [[puopHKC B CPaBHEHHE C BAKCHHATA, C KOATO CC
cpasHasa. UecToTara Ha IPYTUTE HEKENIAHU peaKUnH, u3GpoeHy no-rope ¢ 6una noaodHa NpH
JIBETE BAKCHHU.

4.9. Ilpeno3mpane

[To BpeMe Ha IIOCTMAapKETHHIOBOTO HaOIIOAEHHE Ca cHOOIIABAHM CITYYaH Ha mpefo3dpane (Ao
2 OBTH Ha/l fIpenopbyanara 1o3a). HaMa cebp3aHi ¢ MPEJO3HPAHETO HEKETAHA PCAKIIHH.

5. ®apMaKoJOrHYHY CBOHCTBA

dapMaKoTepaneBTHYHa rpyna: BupycHa BaKCHHa, ATC koxa: JO7BDS2

5.1. dapmMakoAHHAMHYHH CBOHCTBA

B iIMHAYHA TPOYUBAHUS € YCTAHOBEHA BUCOKA HMYHHOTCHHOCT Ha IPOIYKTA.

AnTHTENa cpelly BUpyca Ha MOpOHIH c€ OTKPHBAT B 98,0 %, cpelry BHpYyCa Ha IapOTHT B
96,1 % u cpelly BHpyca Ha py6Geona B 99,3 % OT NbpBOHaYaIHO CCPOHCTATHBHHUTC BaKCHHHpPAaHH.

B cpaBHHTENHU MPOYYBAHWS, AHTHTENIA CPELly BUPYCHTE Ha MOpGHIIH, TapoTHT U pybeorna ce
otkpusar npu 98,7 %; 95,5 % 99.5 % OT IBPBOHAYAIHO CEPOHEraTUBHATE BAKCWHHWPAHH C
[Tpuopuxc 1 npu 96,9 %; 96,9 % 1 99,5 % OT NKIaTa, Ha KOUTO € MPUIIOKEHA ¢HA OT
npeAnaraHuTe Ha nazapa KOMOHHHPaHH BAKCHHH CPeIly MOpOMJIH, TAPOTUT U pyDeona.

BakcHHWpaHHTE JIMLIA ca TIPOC/IEASBaHH B NMPOABDKCHAC Ha 12 Mecenia ¢nen UMYHH3AUHATA
- 3 AHTUMOPONIIHA H




anTuTEeNa Ha 12-Ma Mecen ¢nel BakCuHaiuaTa. 1031 NPOLEHT € aHaNOTHYCH C YCTanOBCHH 1IPH
BaKCHHATA, C KOATO ce npasu cpaBHeHue (87 %).

5.2. PdapMaKOKHHETHYHH CBOHCTBA

He ce oTHaca a0 TO3U JIEKApCTBEH NMPOAYKT.

5.3. IpeaxausnyaHE JaHHH 32 6€30NaCHOCT

He ce oTHaCH JO TO3H NSKApCTBEH [IPOAYKT.

6. DapMmaneBTHUHH MAHHM

6.1. CnucbK HA NOMOLIHATE BellleCcTBA

Baxcuna:
HeoMuruunos cyndar
JlakTo3a

CopOuton

Masn#dTon
AMUHOKHCEITUHH

Pazmeopumen:
Boaa 3a HHIKEKIIAH

6.2. HechbBMECTHMOCTH

IIpuopukc He TpAGBa Aa ce cMECBa € APYTH BaKCHHH B €1HA M ChIlA CIPHHUOBKA.

6.3. Cpox na roanocTt

CpoKbT Ha FOLHOCT Ha [TPOAYKTA € ABE OJIHY, aKO BaKCHHATa € ChXpaHABa IpH
MPenopbYAHMTE YCIOBHSA (BX. TOYKA 6.4). -
JlaTaTa Ha H3TMYaHE HA CPOKA Ha FOJHOCT € 0003Ha4eHa BBPXY €THKCTA Ha IbpBUHATA H

BBPXY BTOPUYHATA OMAKOBKA Ha POAYKTA.

6.4. ChnennajJJHH YCJOBHS Ha CbXpaHEHHE

JTa ce chxpauspa of +2°C o +3°C (B XMaAMITHHK).

Ia HE ce 3ampasdBa.

Jla ce chXpaHsBa B OpUTMHAIIHATA OTIAKOBKA, 34 Jla e NpeArnasy OT CBCTIIHHA.

Ja ce cnas3Bar MpenopbyaHUTe YCIOBUS 32 CbXPAHCHHUE 10 BpEME Ha TPaHCNIOPTHPAHE,
0coBeHO B CTPAHWUTE C FOpeN KITHMAT.

6.5. JJauHM 3a ONMAaKOBKATA

TIpropUKC NpeacTaensBa OeIEIHUKAE 10 CBETIIO PO30B Npax B CTRKIICH (n1aKOH, 3aTBOPEH C

ryMeHa 3anylasiKa.
CTepU/HUAT pa3TBOPUTES € Mpo3payeH, Ge3uBeTeH, OMaKoBaH B CTHIVICHA MPEABAPHTEIIHO

HarbJIHEHA CIIPHHLIOBKA HITH aMITyJia. |
MoOHO- H MYJITHAC30BUATE (pIaKOHH/IIPEIBAPUTENTHO HAITBJIHEHH CTIIPUHLIOBKH ¢4 n3paboTeHH

ot Heytpaitio crbiio TN 1 (Ph. Eur). >




6.6. CnenHaJHH NPEANAZHH MEPKH NpH H3XBBLpJsAHE H padoTa

Ha npaT pasTBOpeHaTa BaKCHHa MoXe Aa ObJie OT ApPKOMNPACcKOBEHA JI0 pO30Ba, KOETO CC
IBIHKY Ha MAJIKM Bapdauuy B kucenvaHocTTa (pH), 6€3 TOBA 3 € CBHP3aHO CBC CNaj Ha
aKTHBHOCTTA HA MIPOAYKTA.

TIpeny NPUIOKEHNE PA3TBOPUTENNT M pa3TBOPEHATa BaKCHHa TpAOBA 12 C& NpErneaat
BU3YATHO 32 YY) YaCTHUH H/HWIH APYTH NPOMEHH BbB BHHIIHUA BAJ. AKO H3TIEHKAAT IO HAYHH,
pa3]IMyeH OT ONMUCAHMA BRHIUCH BUJI, PA3TBOPHTE/AT HIIK PA3TBOPCHATA BAKCHHA TpaOBa aa ce
H3XBBPJIAT.

BakcuHaTa ce pa3TBaps upes J00aBsHe Ha UAM0TO ChAbPXKAHHE Ha KOHTEHHEpaA ¢
pasTBOpHTE] KbM (NIAKOHA, ChABPKALI Npaxa (IMo(UIn3ApaHaTa BaKcHHA). Cnexa ToBa ce
pa3iiiama Jo6pe Ao THIHOTO Pa3TBapsAHe Ha mpaxa. Pa3TBOpeHATA BAKCHHA TpsabBa ga 6pae
[IPUIIOAKEHA, KONKOTO € BL3MOXKHO [0-6BP30 H HE NMO-KBCHO OT 8 Haca Clie/l pasTBapsHeTo.

EnHoN030Ba ONaKOBKA.:

Jla ce WHKEKTHPA HANOTO ChAbpKaHue Ha drakoHa Karo ¢ U3N0A38a HOBA UI'Ia 3a
MpHA0XKEHUETO Ha pa3TBOPEHATa BAKCHHA.

Muoroag3oea ONnakoOBKa.

Besika 103a BAKCHHA OT MHOTO030BHs diakoH TpaOBa Aa Obae U3ITErNICHa KaTo ¢ H3TO0J3BaT
CTEpH/IHA UIIA H CHPHHLIOBKA NPH CTPHKTHH aceNTUYHH YCIIOBHAL. Tpabea xa &paaT NpeAIPHETH
MEpKH, 3a J1a ce H30GerHe 3aMbPCABaHETO HA MPOAYKTA. [la c€ H3TMOJ3Ba HHAMBH/yalHa MITIa 32
IPHJIOJKEHHETO Ha BCAKA OTJEIHA 1034 BAaKCHHA.

7. IIpuTexkaTen Ha paspeilleHHETO 32 ynorpebda

GlaxoSmithKline Biologicals
Rue de P’Institut 89

1330 Rixensart, benrus

tel: +32 (0)2 656 8111

fax: +32 (0)2 656 8000

8. HoMep Ha paspenieHHeTO 3a yIoTpeda

Ne 980 0351

9. JlaTa HA MHPBO pa3pelllaBaHe/MMOAHOBABAHE HA Pa3penIeHHETO 34 ynoTpeba

IlaTa Ha MBPEO paspelleHHe: 5 HoeMepH 1998 r.
Jlata Ha [MOCAEAHO MOXHOBABAHE:!

10. dara Ha aRTyaaH3HpAHE HA TEKCTA




