PENIYBJIMKA BBJITAPUA

3aMeCTHUK-MUHHUCTHD Ha 3[paBcoONa3BaHeToO
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JJMPEKTOPUTE
HA P3H

YBAKAEMH OCIIOAUH/TOCIIOKO JUAPEKTOP,

B m3mbJIHEHHME Ha JCHHOCTUTE MO HAA30p Ha MMYHOIPO(HIAKTHKATA B CTpaHaTa MpPe3

2017 r. Bu npenocrapsiMe clI€aHaTa HHpOpMALUA:

Ha 12.05.2017 r. B 6poii 38 na [lppaBeH BECTHHK O0e nyOnuKyBaHa Hapen6a
J3MeHeHHe W pomsnHende Ha Hapenba Ne 15 ot 2005 r. 3a MMyHH3alHHUTC B PenyGuka
Beirapus, CbIIACHO KOSTO OTAAAA perMyHH3aIUATa cpemy TyOepKy.103a MpH Ieua ma 17
roJIMIIHA BB3PAcT, PECIL. ¥ H3BBPLIBAHETO HA npo6a Manty. Vi3MeHEHUETO B/M3a B CHIIA OT JICHA
Ha myOnuKyBaHe Ha Hapenbata, B pe3y/ITaT Ha KOETO HeoGxpanaTute ¢ npoda Manty u ¢ BC
xsM 12.05.2017 . nena, HaBbpIIBaIy 17 I. TIpe3 2017 r., Beue He MOIEKAT Ha 3aAbIDKATCIIHA
peuMyHM3alMs CPEIry TyGepkynosa. [IpoMsHaTa B MMYHH3AIMOHHMA KaJleHap BOOM H JO
M3MEHEHHE B CBEJCHHETO 33 M3BBPIIECHATE 3aIb/DKATEIHN ILIaHOBH, [leNIeBH, TIPENOPHLYUTETHI
UMYHH3a0UM W pEeVMYHHM3allud H IPWIOKEHUTE CEPYMH H MMYHOTJIOOY/THHA B2
[IOCTEKCIO3MIMOHHA TpodunakTHKa (IIpunoXkeHue Ne 7 xeM wi. 13, an. 2 #a Hapenba Ne 1 )
CcBbp3aHa C [[peMaxBaHe Ha KOJia 33 OTIUTAHE Ha ropelUTHPaHATE UMYHH3AINH.

KBM MOMeHTa MHHHCTEPCTBO Ha 3PABEOIIa3BaHETO & CKITFOIIIO JIOTOBOPH 3a JOCTaBKa
Ha BAKCHHH 33 M3BPIIBAHE Ha 3aJbIDKUTENHHA 1 IIEJIEBU NMYHA3AIMA | peuMyHH3aluH 38 2017

T. KaKkToO ClieziBa.

- 32 BaKCHHA Cpelly Xenarut Tul b, nemarpuyHa ¢ Thproseko nanmenopanre ENGERIX
B / mputexaTen Ha Pa3pelICHHUCTO 32 ynotpeba GlaxoSmithKline Biologicals s.a.

benrus;
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. 32 BaKCHHA Cpelly TyOepKyio3a ¢ ThProBCKO HAUMCHOBAHHE BCG u 3a IITJ TyOepkynuH
/ mpuTexaren Ha pa3pelleHHeTo 3a ynorpeda ,.Byn buo — HII3I1E* EOOL;
- 3a BAakcMHA cpelry AudTepus, TETaHYC, KOKJIIOI, XEMaTuT TUI b, MOJHOMHENAT U
xeMouiyc mH@yeHIe TN b ¢ TBProBCKO naumernoBadne INFANRIX HEXA
npHTeXaTell Ha pa3peleHUeTo 32 ynotpe6a I'makcoCmutKaits EOO/I benrapus;
. 33 BAKCHHA CPEIIly THEBMOKOKH C THPrOBCKO HAMMCHOBAHUE SYNFLORIX / mputexaren

Ha pa3peleHHeTo 3a YIoTpeda nakcoCmutKnaits EOO/J] brirapus;

T

. 3a BaKCWHA Cpellly MOPOWIH, IIapOTHT M pyGeona ¢ THPrOBCKO HAHMEHOBAHMC M-M

-

RVAXPRO / mputexares Ha pa3peICHACTO 32 ynotpe6a Mepk Hlapn u Jloym beirapus
EOO[;
. 3a pakcuHa cpemry udTepus, TETaHYC, KOKIIOML INOTHOMHMEINT H xeMobHIIYC
WH(IyeHIe THN B ¢ THProBCKO HaWMEHOBaHHE PENTAXIM / mnputexaren HA

pa3peleHneTo 3a ynorpeda Sanofi Pasteur s.a. Opanuus;

~

. 3a BaKCHHA cpemly TeTaHyc M JudTepus ¢ THProBCKO nanmenosanue TETADIF
IpUTeKaTe]l Ha paspeliCHAETO 3a ynorpeba ,,by:1 buo — HII3IIb" EOO[;
. 3a BakcuHa cpeiry Kpumcka xeMopardiHa Tpecka / mpUTekKaTeN Ha Pa3peIICHUETO 3a

ymnotpeb6a ,,byn bro — HIIBIIB* EOO/IL.

B3 OCHOBa Ha CKJIIOUYCHUTE JIOTOBOPH 32 2017 r. ¥ HAIUYHY KOJUYECTBA BAaKCUHH IIO
morosopu oT 2016 r. mpe3 HacToslara roauHa 3aIb/DKUTENHUTE ¥ LENEBUTE HMYHH3AUUH ¢

peHMYHHU3alLNA B cTpaHara e ¢ IpoBexKAaT CbC CllIeTHUTE BaKCUHH!

- 3a mppBUYHA MMYHH3ALMS CPEIy XETIaTHT THII B B pomwieH oM ce mpuiara BakCHHa
ENGERIX B.
- 3a mbpBUYHA HMYHM3al(Us B POIUICH JIOM H peMMyHH3aLH Cpemry TyOepKy103a OT 7
MeceuHa Bb3pacT, 7 TouEy 1 11 rofiMHu ce MpUiiara BaKCHHa BCG.
- 3a nmBppBHYHA MMYyHH3alUs CpeIly nudTepus, TETaHYC, KOKIIONI, XCTATHT THII b,
OMMOMMEIHT B xemodmiayc uH(uyeHie THN b Ha fena Ha HaBbpIICHA 2 MeceuHa
Bb3pacT Ce IpPHIIara €IMHCTBEHO UICCTKOMIIOHCHTHA pakcuna (HEXACIMA wm
INFANRIX HEXA). INopaau suncara Ha HHGOpMAalKs B KpaTKHTE XapaKTepUCTHKH Ha
TPOJYKTHTE 3a B3aMMO3AMEHSEMOCT HA /IBETC BAKCHHH, BCAKO nete TpsOBa na Omue
MMyHH3HApaHO MJIM C TPH TIpUeMa HEXACIMA nan ¢ tpu npuema INFANRIX HEXA,
6e3 nomyckaHe TAXHOTO 3aMEHSHE. |
- 3a peMMyHH3aLMs Cpeuly AMQTEepUs, TETaHYyC, KOKIOLL TIOJIMOMMENIAT U XeMOopuiyc
uHdmyeHue THD b Ha Jjela, HapbpIIMIA 16 MeceuHa BB3pacT ce IMpHiara

[IeTKOMIIOHEHTHA BaKCHHa PENTAXIM.




- PeumyHu3anus cpeuty audTepys, TETAHYC, KOKIION ¥ MOTMOMHUCINT Ha NN, POACHH
npe3 2011 r. ce H3BBPIIBA C YCTHPUKOMIIOHEHTHA BAKCHHA TETRAXIM, ocurypena na
IIOCJIE/IHY JOCTAaBKH OT CKITIoueH forosop 3a 2016 r.

- HmyHu3anus ¥ peMMyHH3alus Cpenty MOpOMIH, NapoTHT U pybeona npe3 2017 r. cg

¥3BBPIIBA ¢ TpUKOMIIOHeHTHa BakcuHa PRIORIX mm M-M-RVAXPRO.

HamomusMe Bu, 4e npu pasnpefielifHE Ha BaKCHHM Ha JICKApuTe, H3BBPLIBAIIA
3aIBIDKATENHN ¥ LeIeBA MMYHH3AIMH ¥ PEMMYHH3aIUH CE pa3/iaBaT IPHOPHTETHO TE3H C Halr
KpaThBK CPOK Ha TOHOCT.

C pemenme Ne PJ-11-127/26.04.2017 r. na MMHHCTBpA Ha 3/JpaBeOIa3BaHETO €
cTapTHpaHa HOBa OOLIECTBEHA MOPBYKA € MPEAMET ,,JJocTaBKa Ha BaKCHHH 3a M3BBPIIBaHE HA
3aB/DKHTENTHY ¥ IeeBH MMYHH3ALMH M PEMMYyHH3aLMH, OHONPORYKTH 32 H3BRPIIBAHE HA
OCTEKCIIO3MIIMOHEA NPOQMIAKTHKA H TEXHAYECKH CPEACTBA 3a MPUIOXKCHUCTO HM 34 2017 .
0 TpeKpaTeHd 000COOEHH MO3UIMM” — BAKCHHA CpEIly audTepus, TETaHyC, KOKIIOM H
[OTHOMHETUT, BAKCHHA CPENLy Ofc; BAKCHHA CPEIIy KOPEMEH TH(Q, NOopajy HEMoAafCHa HATD
eqHa ojepTa Ha 00sBeHATa B Kpast Ha M. AHyapH obuiecTBEHA MOPHYKA 10 TPUTE MTO3UIUH.

K®M MOMEHTA B LICHTPAJICH CKJIaX 3a ChXpaHCHHUE Ha BAKCHHH, HaMupali ¢c€ Ha 6y.II ,,FGE[.

=

H.Croneros Ne 44a ca nannunu 8 530 1031 BAKCUHA VERORAB, kourto ciesa ga o0e3neya
HYXIHTE Ha JIeueOHUTE 3aBEICHHS 3a LeNieBa MMYHU3aLHs CpeLly 0sc B cTpaHaTa 3a IeproJ OT
3-5 mecena.

BB BpB3Ka ¢ FOPEU3I0KEHOTO MOJIA /Ia Ch3/1a[I€TE OPraHu3allisd U IIPOBE/CTE CTPHKTEH

KOHTpPOJI OTHOCHO:!

1. WudopmupaHe Ha JIUYHUTE JIEKApH 32 IPOMCHUTC B Hapen6a Ne 15 ot 2005 1. 3a
uMyHm3anunte B PeryOmuka boiarapusi, B3 B CANIa OT 12.05.2017 r.

2. TlpexparsiBane u3BbpUIBaHETO Ha poba ManTy M peuMyHU3aHS C BCG npwu jzery

R

HaBbpIuBany 17 T. Ipe3 HACTOALIATa FOAMHA, CYMTAHO OT 12.05.2017 r.
3. OruMTaHe Ha H3BBLPIIEHHTE MpoOBepka ¢ mpoba MaHTy M peMMyHM3anus cpeiy
Ty6epKyno3a Ha ena Ha 17 r. 3a neproza 01 .04-12.05.2017 r. B oTHENIEH PEl B Kpas

Ha [Tpunoxenne Ne 7 kbM Hapenbara.

4. VYpenoMmsBaHe Ha JHYHUTE JIeKapH M TEIUATPUTE, M3BBPHIBANIA 3aJBDKHTCIHH
VMYHH3aIHH § peMMYHH3aIHH 32 BUJIa ¥ HAUMCHOBAHUETO HA BAKCHHUTE, KOUTO II€
ce mpmarart npe3 2017 r. Madopmarns 3a BAKCHHUTE (KpaTKa XapakTepuCTHKa Ha
MPOAYKTa M JIMCTOBKA 3a TOTpeOMTeNs) MOXe 1a ce HaMepH Ha anep T
cTpanunyTe Ha V3MBIHMTENHA areHUWs MO JIeKapeTBaTa WM Ha EBponefickara

arcHIIyd 110 JeKapcTBara.

5. C men OpaBWJIHO pasfpe]eNieHHe Ha BaKCHHHUTE OT HEHTPAICH CKIad Ha P3U 3a

3aIBDKUTEIIHA U [e€JICBH HMYyHHU3allkd K pEMMYyHH3allUH 32 BTOPO nojayroguc Ha




2017 r., Mons B cpok mo 15.06.2017 r. fna M3mpaTMTe Ha CMCKTPOHHA MOINA:

filipova@mh.government.bg u kparmakova@mbh.government.bg HE0OX0AUMHTE

KOJIMYECTBA BAKCHEH (B I03H) 3@ 00XBaliaHe Ha MOASKAIIHUTE U1 Ha TCPUTOPHUATA
HA KOHTPONMpAHWTE OT Bac pervoHW, Karo B3€METe MpEIBHJ CXCMHTE Ha
NpWIOXKEHHE HA BAKCMHUTE, TOMMIIHAA IUIaH Ha P31 3a 2017 r., nonyquhTe
pasfajieHuTe ¥ HAIMYHUTE KbM MOMEHTa KOJIMYCCTBA BaKCHHHM B XJIQAATHUTE
cpopbxkenus Ha P3Y, KakTo W HAIHYHUTE BAKCHHH IIPH JICKApUTE, M3BBPIIBAILY

HMYHH3aLMH.

IIpunoxenus:

1. Hapenfa 3a W3MEHEHHE W JONBJHEHHE Ha Hapen6a Ne 15 or 2005 r. 3a

uMyHm3anmmTe B PenyGnuka bearapus — 12 cTp.

2. Kparka xapakTepHCTHKa Ha IIPOJYKTa (INFANRIX HEXA) — 17 c1p.
3. JimctoBKa: mHpOpMALKS 32 TOTpeOHTENS (INFANRIX HEXA) - 8 c1p.
4. Kparka XapakTepyuCTHKa Ha IPOAYKTa (M-M-RVAXPRO) - 13 ctp.
5. JlucroBka: uHGOPMAIHS 33 HOTPEHRILIA (M-M-RVAXPRO) - 8 c1p.
35 BT
\
C yBaxeHue,
CBETJIAHA TOPJJAHOBA

Jamecmuuk-MUHUCmMvp HA 30pa6é0na36anemo




HAPEJIBA 3a nsmenenne u qonbjaHeHue Ha Hapenoa Ne 15

ot 2005 r. 3a umynusauunte B Peny6mka boarapus (o0H.,

1B, 6p. 45 ot 2005 r.; U3M. H 10M., 6p. 82 o1 2006 1., 6p. 5 1

106 ot 2007 r., 6p. 57 o1 2009 1., 6p. 77 o1 2012 1., Op. 47 OT
2013 r., 6p. 17,54 1 92 o1 2014 1.)

U3naneHa oT MUHMCTBpA Ha 3paBeonas3BaHeTo, o6H., /1B, 6p. 38 ot 12.05.2017 r.
§ 1. B uj. 5a ce npaBAT CACAHUTE U3MEHEHHUS U AOMTBIHECHUA:

1.Ban 2:

a) B T. 2 cnea aymara "Gonecmu" ce 106aBs "u npasu npednodicenus 3a obroeseane Ha
Huynuzayuonnus xanenoap va Penybnuxa bvreapus",

0) Touka 5 ce U3MeHs TakKa:

"5. 6 cpox 00 30 cenmemepu Ha CLOMEEMHAMA 200UHA OnpedeNs U Npeonaza Ha
MUHUCTBPA HA 30pa6eONa3sanemo Muna HA 6AKCUHUMe NO OmHOwlenue Ha éuoa u 6pos Ha
KOMHNOHeHmuUme cpeugy nocoyenume 3a60138aHUA 6 4. 2, KOUMO 0a ce npuiazam 3a nepuooa Ha
deticmeue Ha d0z060pa no 4i. 6, an. 1, u neobxooumume Konuuecmeéa om msx; 6 cpox 00 10
OKMOMEPU HA CHUAmMa 200UHA Npeoniodicenuemo ce nybIUKysa Ha UHMepHem CMpaHuyama Ha
Munucmepcmeomo na 30paseonaseanemo (M3)."

2. Cb3paBa ce an. 3:

"(3) Heobxooumume xonuyecmea 6uonpooykmu no an. 2, m. 5 ce onpedeisim b3 0CHO8A Ha:
1. 0606wenus 200uuter NIAH cv2AacHo 4n. 27, m. 9;
2. pezucmpume Ha Haceneruemo no oannu om Hayuonannus cmamucmuiecku uncmumym;
3. pecucmpupanama paxcoaemocm npes nocieoHume 06e 200UHY,
4. ouakeanama paxcoaemMocm 3a nepuoda Ha Oelicmeue Ha 002060pa no 4. 6, an. I;

5. nocmuenamus umyHu3ayuoHeH obxeam npe3 npeoxooHume 0ge 200uHu."
§ 2. B un1. 6 ce npaBAT CJEJHUTE U3IMEHEHHUS M AOTTBIHCHHS:

1. B an. 1 gymute "eaxcezodno om Munucmepcmeomo Ha 30pageonaséaHemo (M3
3aMeHAT ¢ "om M3 6v3 0cHO8a HA 002060pU CbC CPOK 00 3 200UHU 3a BCEKU 6UO OGUONPOOYKM 6b3

0CHOBA HA NPedRONHCeHUemo no un. Sa, an. 2, m. 5 u cneyugpuxayuama no an. 2".

2. Cp3naBa ce HOBa all. 2:




"(2) 3a saxynyeawe wna 6Guonpodykmume no an. 1 u mexnuueckume cpeocmea 3a
NPUNONHCEHUEMO UM CE U320MEA CReYUDUKAYUS, KOAMO COBPIHCA!
D

1. k00 na 3ab6onasanusma no Mesicoynapoonama macu(ﬁumuuﬂ Ha bonecmume;
2. KOO HO aGHAMOMOMEPANEEMUYHAMA KNACUPUKAYU,

3. MedcOyHapOOHO HEeNnamerHmHO HaUMeHOBaHue,

4. nexapcmeena ¢opma;

5. mapka;

6. konuuecmeo 6 003U 00,

7. eOUHUYHA YeHa 3a 003a 6 CbOMeemcmesue ¢ yeHama no Hosumuenus nexapcmeen CHUCHK

8. 0bwa npozno3sna cmoiHocm."

3. Cp3zaBa ce HoOBa ai. 3:

"(3) Cneyugpuxayusma no an. 2 ce u320mes om KOMUCUS, ONpeodenieHd Cbe 3anoeeo Ha
MUHUCMBPA HA 30PABEONA3E6AHEMO, 6 KOAMO 3A0BANCUMENHO ce GKII0Y6am uyd ¢ MeOUYUHCKO,
UKOHOMUYECKO U lopududecko obpazosanue. 3a ceoama paboma KOMUCUAMA U320MEA
npomoxon."

4, JloceramHarta an. 3 crasa ai. 4.

5. JloceramHara an. 4 cTaBa an. 5 u B Hest Hakpas ce 106aBs "ced sasnexka om P3H".

6. Jocerawunara an. 5 ctasa ai. 6.

7. Cp3naBa ce an. 7:

"(7) Munucmepcmeomo Ha 30pageonassanemo 0A6a yKA3aHUA HA pecUOHANHUME 30paenu
UHCHeKyuY 3a 6U0A HA OCUZypeHume GUONPOOYKMU U peOd U HAYUHA HA OMYUMAHEMO UM. "

§ 3. Bun. 7, an. 1 xymure "HayuonanHus uMyHu3ayuoOHeH U KOHCYImamuseH yenmvp npu
Hayuonannus yenmup no 3apaswu u napasumuy 6onecmu (HL3IIb), 8" ce 3anuyaBar.

§ 4. B un. 11 ce npaBar ciieHUTe U3MEHEHHS U JONbJHEHUA:

1. Cp3naBa ce HOBa T. 4:

"4, 3aNO3HABAM TUYEMO U/UNU HEe208USL 3AKOHEH NPeOCMAasuUmes ¢ NOKA3AHUAMA, HAYUHA HA

npunoicenue, NPOMUGONOKA3AHUAMA, 63AUMOOCTICMEUEMO ¢ Opyeu NeKapCmeeHu npooyKkmu u
OYAKEAHUME HENHCENAH TEKADCMEENY PEaKyul Ha NPUNazanus 6uonpodyxm;".




2. JlocerawnuTe T. 4 — 9 craBaT cbOTBETHO T. 5 — 10.
§ 5. B un. 13 ce npaBAT CNEAHUTE U3MEHEHHUS M AOMbIHEHHS!

1. B an. 2 aymute "u Ha enexmponer Hocumen' C€ 3aMEHAT C "uau usnpawaue no
ejlekmpoHHa nowa".

2. B an. 3 cnea gymure "(npunoosicenue Ne 7a)" ce nobas "wiu usnpawane no eneKmponna
nowa".
§ 6. B un. 14 ce npaBAT CIEIHUTE UBMEHEHUS!

1. B an. 1 gymure "yeedomu P3H" ce 3aMeHAT ¢ "2u cvobuyu no peoa Ha ya. 184, an. I om
3akoHa 3a nexapcmeerume NPOOYKMU 6 XyMaHHama meouyuna'.

2. AnuHes 2 ce OTMEHS.

§7.Bun. 15, an. 2, 1. 1 aymure "u HI[3IIb" ce 3annyaBar.

§ 8. B un. 16, an. 1, 1. 5 gymara "usnpawa” ce 3amens ¢ "npedocmass”, Aymute "manot c"
ce 3anMyaBart, a AyMUTe "Oamama Ha u3zomeésHemo HA ManoHa" ce 3aMEHAT C "HaYanomo Ha
yuebrnama 2oouna".

§ 9. B un. 18, an. 1 aymure "nesasucumo om év3pacmma" ce 3aMEHAT CbC "cvobpasto
6b3paACmma u NPUNAZaHUMe KoM MOMEHMA 6uonpooyxmu’”.

§ 10. B un. 20 ce npaBAT CJICAHNATE W3MEHEHHA U NOMbJIHEHUA:

1. B ain. 2 cnen aymute "Hogopodenomo unu 6" ce nobass "ambyramopen aucm unu'".

2. B an. 4 qymara "esice200H0" ce 3anv4aBa, a JyMHUTe "yyacmue u'" C€ 3aMEHAT C "yuacmue
uny 0a U3UCKEA cmanosuwe u om".

§ 11. UneH 25 ce oTMeHs.

§ 12. B un. 27 ce npaBAT ClEAHATE H3IMEHEHUS 1 JONbIHEHHSA:

1. Touka 5 ce U3MeHs Taka:

"S5, cvoeiicmea na Msnvanumennama azenyus no nexapemeama (MAJI) npu npoyuyeanemo
HA CepUO3HU HeJNCenanu peakyuu cvenaco npunoxcenue Ne 10a u usnpawa Ooxknad ¢
uHpopMayus 3a x00a Ha npoyyearemo u pesynmamume om ne2o 6 HAJ u M3;". :

2. Touka 6 ce OTMeHS.

3. B 1. 13 aGpesuarypara "HL[3II5" ce 3amensa ¢ "Hayuonannus yenmop no 3apa3Hu u
napasumnu 6onecmu (HL[3I1B)".

4. B T. 14 0ykBa "2" ce oTmeHs.

§ 13. Co3zasa ce un. 276: !

"Up. 276. B cpox 0o 31 ronu (3a nvpeomo nony2o00ue Ha mexywama 200unda) u 00 ‘31
aHyapu (3a yanama npedxodna 200una) HAJl usnpawya ¢ M3 unpopmayus 3a 6pos Ha
cvobuyeHume HedNCcenanyu peakyuu c1eo 6AaKCUHAYUA NO U0 HA NPUnoXceHama gaxcuna,
napmuden HoMep, 6b3PACM HA TUYENO, MUN HA HEJNICeNaHama peaxyus u usxoo."




§ 14. B un. 28 nymute "u Ha xapmuen Hocumen" Ce 3a1M4aBar.

§ 15. Unen 30 ce oTMeHs.

§ 16. B npunoxenne Ne 1 kbm un. 2, an. 2 "Hmynusayuonen xanenoap Ha Penybnuka
Bvazapusa" B Tabnauuata Ha pen "mybepxynosa (BLDK)", B konoHa 3 "B 200UHU — KaneHOapHama
200una HA HagvpwiBaHe Ha ev3pacmma', rpada "17", nymure "BLDK (4)" ce 3annyasart.

§ 17. B npuioxende Ne 2 kpM un. 7, an. 2 "Veroeus u ped 3a usevpusane Ha
npenopvyumenny umyHuayuy" ce NpassT CleHUTE U3MEHEHMUS W IOMbJIHEHHUS:

1. B . VI

a) B MOATOYKA 2 JYMUTE "UMyHU3AYUOHHU Kabunemu" ce 3aMEHAT C "neuebHU 3a6e0eHUA";

6) noarouka 3 ce U3MEH Taka:

"3, JleueGHume 3a6edenus no m. 2 u30asam MelCOYHapoOeH Cepmupuxam 3a UMyHU3ayusa
cpewy Jicvama mpecka cvenacho un. 33, an. I om Hapeobama 3a ycroeusma u peda 3a
npoeescdare Ha zpanuyer 30pasen kouwmpon ¢ PenyOauxa bvnzapus (IB, 6p. 85 om 2006 2.).
Cpoxsm HA 6anUOHOCM HA MENCOYHAPOOHUS CEPMUPUKAM 3 UMYHUSAYUS CDewjy XHCbama
mpecka e nosxcusnen cuumaro om 10-us den cred umyHuzayuama."

2. B T. X nogrouka 1 ce oTMEHs.
3.B . XI, paznen A, noarouka | ce oTMeHs.

4. B 1. XIlI cnen pasaen B, noarouxa 2, ce cb3asa pasjen B: _

"B. Hmynusayus cpewsy MeHUH2OKOKOSU uHpeKkyuu ¢ aocopbupana 6axcuwa cpeuwy
cepozpyna B npu nuya na ev3pacm nao 2 meceya.”

§ 18. B npunoxenne Ne 3 xwM un 9, an. 2 "Creyuguunu USUCKEAHUA KbM
Guonpodykmume, xatovenu 6 Hmynusayuonnus xanenoap Ha Peny6nuxa Bvneapusa" B 1. 4 criell
aymute "xenamum B éaxcuna” ce n06ass "¢ konuuecmeo om 10 mukpozpama".

§ 19. B npunoxenue Ne 4 kbM un. 9, an. 3 "Cneyupuunu usuckeanus Kom 6uonpodyxmume
3a NOCMEKCHOZUYUOHHA NPOQUIGKMUKA U MAXHOMO NpUnodceHue" ce TpPaBAT CIEAHUTE
M3MEHEHUS:

I.BT I:

a) noaToyka 1.2 ce oTMens,

6) B noatouka 1.3 nymure "npomusoanmpaxce, npomugobomynunos” ce 3a114aBar.
2. B 1. 3 noarouka 3.2 ce U3MEHS TaKa: |

"3.2. cneyuhuunu cepymu: He3a6UCUMO OM 6DEMemO HA KOHMAKMA — NpU CobMHEHue 3d
memanyc u ougpmepus." ‘

3. B T. 4 HaBcAKBAE AyMUTe "wiu cneyuguuen" ce 3anvvanar.
§ 20. IMpunoxenue Ne 7 kbM 4l 13, an. 2 ce M3MEHs Taka:




"[Ipunooicerue Ne 7 kom un. 13, an. 2

L0 133 LT G S EE AT ET T L TP ERTR .

Jleye6Ho 3aBeaenue/nuueH nexap/P3N

....................................................................

.....................................................................................................................
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3aIbDKUTEIHY [UIAHOBH MMYHH3allMM W HEOOXOAMMHTE [03M OWOMpPOAYKTH MO BUIOBE H
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§ 23. B 1. |, moarouka 5 ot npunoxenue Ne 9 kbm un. 17 "Munumannu unmepeanu u
cvemecmumocmu mexcoy buonpodykmume' aymure "12-meceuna” ce 3aMEHAT C "24-meceuna".
§ 24. Tlpunoxenue Ne 11 kbm un. 27, T. 5 ce OTMEHS.
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§ 25. B npunoxenne Ne 12 kbm un. 27, 7. 14, 6yksa "3" penose " Umyro2nobynun 4oeeuiku
cpewyy KXT", "Cepym npomugobomynurnos" v "Cepym npomueoanmpakcer' ce 3aI14aBar.




NPUJOXKEHUEI .

KPATKA XAPAKTEPUCTHKA HA NMPOJAYKTA




1. HME HA JJEKAPCTBEHHMS MPOAYKT

Infanrix hexa npax ¥ cycneH3us 3a MHXEKLMOHHA CyCleH3Nns.

AzcopbupaHa BakCHHa cpelty AnGTepus, TETaHYC, KOKITIOL (Ge3kneThYHa, KOMIIOHEHTHA), XenaTuT B
(p-AHK), nonuoMuenuT (vHakTuBupana) n Haemophilus influenzae Tan b (KOHIOTaTHa).

Diphtheria (D), tetanus (T), pertussis (acellular, component) (Pa), hepatitis B (rDNA) (HBYV),
poliomyelitis (inactivated) (IPV) and Haemophilus influenzae type b (Hib) conjugate vaccine
(adsorbed).

2. KAUYECTBEH U KOJWYECTBEH CbCTAB

Cnen pecycnenaupane enna nosa (0,5 ml) cbabpxa:

Tudrepuen Tokconn (Diphtheria toxoid) ' He no-MaJiko ot 30 Mexaynapoann exunnuy (IU)
TeranuueH Tokcoun (Tetanus toxoid)" He no-Mayiko ot 40 Mexaynapoasn exuanuy (1U)
Aururenu Ha Bordetella pertussis
Kokmommen Tokcoun (Pertussis toxoid) (PT)! 25 Mukporpama
dunamenTosen xemarnyTuaus (Filamentous Haemagglutinin) (FHA)' 25 MuKporpaMa
TeprakThH (Pertactin) (PRN)l 8 Mukporpama

[MoBLPXHOCTEH AHTUIEH Ha BUPYyCa Ha XeMaTuT B (Hepatitis B surface antigen) (HBs) 23
10 MuxporpamMa
Tomiosupyc (Poliovirus) (ARaKTUBUPaH) (PV)

v 1 (uaM Mahoney) ' 40 D-aHTUTeHHH EANHULN

HN 2 (WaMm MEF-1)* 8 D-aHTUreHHH eANHUIU

tin 3 (iam Saukett) 4 32 D-aHTUTE€HHU CANHULIHA
TTonuzaxapun Ha Haemophilus influenzae tan b 10 Mukporpama
(nomupubozunpuduronpocdar) (polyribosylribitol phosphate, PRP) }
KOHIOTHpAH C TETAHWYEH TOKCOMA KaTo MPOTEUHOB HOCKTEN puGIN3NTENHO 25 MAKpOrpaMa
1a;xcopGI«IpaH BbPXY allyMUHHEB XHIPOKCUI (AI(OH);) , 0,5 Munurpama AP
’npousBeeH B IPOXK/IEBH KICTKH (Saccharomyces cerevisiae) 4pe3 pekomOunanTHa JIHK texnonorus
3ancopbupan BepXy anyMuHueB docdar (AIPOy) 0,32 munurpama Al

*pasmuoxenn BB VERO KiteTku

BakcuHaTa MOXe Ja Chbpka cilean 0T popmaniexus, HEOMUUMH U NOTUMUKCHH,
KOWTO Ce W3TON3BaT MO BpeMe Ha TIPOU3BOACTBEHNS rnpouec (BX. Touka 4.3).

3a IIBJTHUSA CIIHACHK Ha MOMOIIHUTE BEIECTBA BUXKTE TOIKA 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax W cycrieH3us 3a MHXEKLMOHHA CyCNeH3NA.

CycrieH3usaTa OT KOMITOHEHTHTE mudTepus, TeTaHyc, 6e3kTeThYEH KOKIIFOI, XeTlaTuT Bwn
WHAKTHUBMpPAH MOJIHOMMENHT (DTPa-HBV-IPV) e MbTHO Gsn1a.

Jivodunusupanara Haemophilus influenzae Tun b (Hib) cecTaBka nmpejcTabsipa 651 mpax.

4. KJIMHHAYHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHUSA
Infanrix hexa e mokasaH 3a MLPBUYHA BakCHHALMS ¥ OycTep BaKCUHAUMS Ha Jiella CpeLily nudrepus,

TeTaHyc, KOKJIIOLI, XeNaTuT B, MOTHOMUENHT 1 3a6onsBanms, puunnenn ot Haemophilus influenzae
™I b.
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4.2 Jlo3UpoBKa M HAYMH HA NPHJI0KEHHE

Hozuposxa

CxeMaTa 3a TbpBIYHA BAKCHHAUMA BKITIOYBA JBE WM TPU KO3 (ot 0,5 ml), kouro TpsibBa aa ce
TIpUnarat ChriacHo OQUUMATHATE NPETIOPBKU (BX. TabnuuaTa no-1ony U ToUKa 5.1 3a CXEMHUTe,
OlleHeHH B KITMHAYHH U3ITUTBaHUs).

Tpa6Ba ma ce npuiarat GycTep A031 B CHOTBETCTBHE C oDULUMATHNTE MPETIOPBKH, HO KAaTO MAHUMYM
Tpa6Ba /1a ce MPUIOKH efHa Ko3a Hib koHtoraTHa BakcuHa. Mosxe fa ce 0OMMCU NPUIIOKECHUETO Ha
Infanrix hexa 3a 6ycTep, ako aHTUTEHHUAT CBCTaB € B CHOTBETCTBUE C oQMLHATHATE NPENOPBKHU.

IILpBUYHA Byctep O6mu cLoOpakeHun

BaKCHHANHSA BaKCHHALMSA

JoHocenH KbpMa4eTa

3-mo3oBa Ena 6ycTep 1o3a | e  TpsifBa Aa WMa MHTEPBAN OT Hafi-Marnko 1 Mecell
Tps6Ba na ce MEX]Y MbPBUUHNTE JI03K.
TPUITOKHA. e Bycrep no3arta Tpsabpa fa ce MpUIoKH Hali-MaJiko

6 Mecella ciie[i rocjiefHara 103a ot ITbpBUYHATA
BakCHHALMA U 3a MPECATIOUMTAHE NIPCAH 18-MeceuyHa

BB3pAcT.

2- no3oBa Enna Gyctep foza | e TpsOBa Aa MMa WHTepBAT OT Ha-Marnko 2 Meceua
TpsiGBa 1a ce MeKy ITbPBUYHHTE JIO3M.
NPUIIOKH. ¢ BycTep fo3ata TpA6Ba la ce PUNIOKH HaA-MaNko

6 Mecela clej ocyieHaTa 103a OT TbpBU4HATa
BaKCHHAUMA U 3a TIpeAnoynTane Mexay 11 u 13-
MeceyHa Bh3pacT.

HeoHOCEHH KbpMayeTa, poJieHH Hali-paHo el 24 recTalioHHAa ceAMHLA

3- no308a Enna 6ycTep nosa | o  Tps6Ba ia MMa WHTepBall OT Hal-MaIKo 1 mecen
TpsOBa Ja ce MEXY MbPBUYHUTE A03U.
APAJIOKU, o bycrep no3ara Tps0Ba Ja ce IPHIIOKHU HaA-MaIIKO

6 Mecela cliejl ocjie{HaTa 103a OT MbpBUYHATA
BaKCUHAUMS ¥ 3a TIpeanounTane npeau 18-mecedna
BB3pacT.

PasmpeHata niporpamMa Ha CXeMHUTE 33 UMyHH3alNA (Ha 6-, 10- 1 14-ceiMMYHa BB3PACT) MOXeE Jia e
TPUIOKU CaMO TIPY TIONOXKEHHE, Y€ MpPH paKzIaHe ¢ NpuIokeHa 103a oT BaKCHMHA cpelly Xxenatut B.

B ciyuante, IpH KOMTO TPH pajiaHe € HAaNpaBeHa BaKCHHALMA CPEILy XCnatTnT B, Infanrix hexa
MOXe Ja Ce M3TI0N3Ba 33 3aMeCTBaHe Ha JOTBIIHUTEIHUTE JO3H XeTaTuT B BakcuHa cJieJi HapbplIBaHe
Ha LIecT ceMUYHa Bb3pact. [Tpi HeoOXOMMOCT OT BTOPA /1033 BAKCHHA CpELLLy XenatuT B npeau
HaBbpIIBaHe Ha Ta3H BB3PACT, TPAOBA J1a CE M3MON3Ba MOHOBANCHTHA XCTIaTHT B BakcuHa.

TpabBa fa ce CeJIBaT JIOKATHO YCTaHOBEHNTE MMYHOTIPOGUIaKTHYHI MEPKH CpELLy XenaTuT B.

ITeduampuuna nonynayus

BesomacHocTTa U eukacHocTTa Ha Infanrix hexa npu fieua Ha Bb3pacT Hall 36 Mecela He ca
ycranoBeHH. JIuncsar AaHHU.

Hauun na NPpUNONCEHUE

Infanrix hexa e 3a ABAGOKO MHTPAMYCKYIIHO MHKEKTHpaHe. 3a NPEANnoYnTaHe € OTACIHATE 1031
BaKCHHa f1a ObJaT pHIaraHy Ha pasinyHi HHXEKUNOHHU MeCTa.




3a yka3aHhs OTHOCHO PecyCTICHAWPaHEeTo Ha JieKapcTBEHMs! IPOAYKT TIPEH TPUIIOKEHNE BIDKTE
TOYKa 6.6.

4.3 IIpoTMBOMOKa3aHUA

CBPBXYYBCTBATENIHOCT KbM aKTHBHUTE BELUECTBA MIIM HIKOE OT TIOMOLIHHITE BElleCcTRa, N30poeHH B
T04Ka 6.1, WM KBM (opMaliexuil, HEOMULIMH 1 ONTUMUKCHH.

CBPBXUYBCTBUTENHOCT MIPH MPEIIECTBAILO MPHIOKCHHE Ha BaKCHHA MPOTHB JU(TepHs, TETaHyC,
KOKITIOUI, XeNaTuT B, MOIMOMUENUT Hin 3a00N4BaHus, IPUIHHEHH OT Haemophilus influenzae tan b.

Infanrix hexa e NpOTHBOMNOKa3aH, ako AETETO € NpeKapano eHledanonarus ¢ HeM3BeCcTHa €TONOTHS,
TOSBUNA ce B paMKHTe Ha 7 IHM CIIef NpeuiliHa UMYHW3AHA ¢ BakcuHa, ChABPKAIA KOKITIOIIHA
cheTaBka. [Ipu Te3u 06CTOATENCTBA, BAKCMHMPAHETO CPELLly KOKIIOL TpsiGBa Jia ce NPEeKbCHE U
MMYHU3aIMOHHUAT KYpC a ce TIPOABIDKY ¢ BAKCHHH CPeLily xudTepus, TeTaHyc, Xenarur B,
nonuomuenut u Haemophilus influenzae tan b.

KakTo ¥ Npy APYTHUTE BAKCHHH, IIPUIIOKEHUETO HA Infanrix hexa Tps68a fa 6b1€e OTIOXKEHO MpPH MU
¢ ocTpo Texko pebpunHo 3abonssane. HammineTo Ha jieka nHdeKUUs He € TIPOTHBOMOKA3aHKeE.

4.4 CnenuajHH NpeIyNpexIeH s U NPeANa3sHH MEPKH IIpH ynotpe6a
BakcuHauusaTa Tpa6Bsa Aa Op/€ MpeAlecTBaHa OT Mperel Ha MeQUUMHCKaTa aHaMHe3a (0CO00eHO Mo
OTHOIIEHME Ha MPeIVLIHA UMy HU3aUMN 1 Bb3MOXHA NPOsiBa Ha HeXEJIAHW PeaklLMi) U OT KINHIYCH

niperyen.

KakTo TpH Beska BaKCHMHA, 3aUIMTEH WMYHEH OTroBOp MoOKe Ja He 6b1e n3paboTeH Mpyd BCUUKH
BaKCHHUpaHH (BX. Touka 5.1).

[nfanrix hexa HsMa 7 3alIATH cpelly 3a00nsBaHe, NPUHHHEHO OT NAaTOreHHU, pasiiiHi oT

Corynebacterium diphtheriae, Clostridium tetani, Bordetella pertussis, xemaTut B BUpyc, TOTHOBHPYC.

wnu Haemophilus influenzae Tun b. Obaue, MoXe J1a e 01aKBa, HC xenaTuT D 1e 6b7€ NpeAoTBpaTeH
ype3 UMyHHM3allKs, Thil KaTO XeTaTHT D (mpHuMHSBAH OT JI€JiTa areHT) He Ce pa3siBa npy NIUTICa Ha
xenartuT B nHexuus.

AKo e HabIoaBaHa HAKOs OT CIeHNTE Peakllik BbB BPEMETO CIIEN Tpunarale Ha BaKCHUHA,
ChABPXKALIA KOKTIOLIHA CBCTABKA, PELIEHUETO 32 TIpUIIOKEHHE Ha CIleABaliM 1031 BaKCUHA,
ChAbpIKALIA KOKIIOLHA ChCTaBKa, Tpsi6Ba Aa ce MOAJIOXKU Ha BHUMATENHA MpeLeHKa:
s Temneparypa = 40,0 °C, nposABUNa C€ B paMKUTE Ha 48 yaca OT MOMEHTA Ha BaKCHHUpaHe,
fe3 1a € ycTaHOBEHA Apyra MpHInHa,
s  Konamnc Wiu noaoOHO Ha IOK CbCTOAHUE (XMIMOTOHUYEH-XUMIOPECTIOHCHBEH enu3oN) B
paMmkuTe Ha 48 vaca ciell BAKCHHAIMATA,
»  HenpekbCHaT, HEyTELINM 1Y, MPOABIKaBAIl > 3 yaca, IOSBAN CE B paMKuTe Ha 48 Jaca
cnell BaKCHHALMATA,
= T'ppuose c M 6e3 Tpecka, NOSBUIN CE B pamKuTe Ha 3 JIHU CJle]l BAKCUHALMATA.
Morar [a CbIIecTBYyBaT 0OCTOSATENCTBA, KATO IMHPOKO pasnpocTpaHeHHe Ha KOKIIOI, KOraTto
[OTeHIMANHUTE IPEUMYIIIECTBA €a MOBEYE OT BHAMOXKHUTE PHUCKOBE.

Kakto pHA BCHYKH WHXCKIIMOHHY BaKCUHH, BUHATH Tpﬂ6Ba Jla UMa rOTOBHOCT 34 npunaraHe Ha
TOAXOAINO JICHCHUE, B pERKA ciydad Ha aHa(bnnaKTvaa peakius, cien PUIoKEHNE Ha BakCUHaTa.

KaKTo NpH BesKa BaKCHHALWS, Tpy GeGeTa Ui Ipy Aetia, CTpalatii OT HOBOTOSABIJIO C€ WITH
[POrpecUpaliio TEXKO HEBPOJIOTHYHO HapyUIEHNE, CHOTHOLIEHHUETO PUCK-TION3a OT UMYyHHM3AUUATA C
Infanrix hexa iy oT OTNaraHeTo Ha Tasu BaKCUHALNA Tpsi6Ba Ja 6b/ie BHUMATEIIHO NPELEHEHO.




Infanrix hexa Tps6Ba fa ce npuara ¢ BHUMaHue Mpu Mua ¢ TPOMOOLMTONICHHS WIIH HapyIIEeHNS B
KPbBOCHCHPBAHETO, Thil kaTo NPH TAX MOXKE /1a HACTBIH KbPBEHE CIIEl MHTPaMyCKYJTHO MPHIOXKEHUC.

BakcuHara Ja He ce npujara BbTpech0BO WU BbTPEKOXKHO.

Anamuesa 3a heGpyuIHM rbpUOBe, PaMIITHA aHAMHE3a 33 T'bPYOBE WM 38 CHHAPOM Ha BHE3aMHa CMBPT
npu Hosopozeroto (Sudden Infant Death Syndrome, SIDS) He mpeACTaBsABAT NIPOTUBOTNIOKA3aHHE 32
ynotpebara Ha Infanrix hexa. BakcuHupanute ¢ aHaMHe3a 3a debpnnHU repUoBe TPAGBa fa GpAat
TpocTieAsBaHH BHAMATENHO, Thit KaTo TaKWBa HEXEIaHU CHOUTHS MOXE JIa HACTBIAT B paMKHTE Ha 2
70 3 IHM clell BAKCUHALMATA.

Jlekapat Tpa6Ba Aa 3Hae, ue YecTOTaTa Ha heOPIITHITE peakLny € no-BUCcoKa, KoraTo Infanrix hexa ce
TIpUyara eXHOBPEMEHHO C KOHIOTaTHa THEBMOKOKOBA BaKCHHA (PCV7, PCV10, PCV13), unn ¢
BaKCHHa cpelry MopGuiy, napoTut, pybeona 1 Bapuuena (MMRV), B cpaBHEHHE C YeCTOTATA,
yCTaHOBEHA CIIEJ CAMOCTOSITETHOTO MpUIarate Ha Infanrix hexa. Te3u peakuny ca 6UIN PEAUMHO
yMepeHH (¢ TeMneparypa 39°C uiIM MO-Majko) U MpeXoHu (BX. Toukn 4.5 n 4.8).

TTpu eNHOBPEMEHHO MPHUIIOKEHUE HA Infanrix hexa u Prevenar 13 e yCTaHOBEHO TOBHLIABAHE HA
JI0KJIaZIBAHUTE CITyHqau Ha MbpUoBe (ChC WM Oe3 MoBUIICHA TeMTIepaTypa) ¥ XWUMOTOHHYCH-
xunopecrnoncueH enn3ol (XXE) (Bx. Touka 4.8).

Tpa6Ba 1a ce 3amoYHe JeUeHNe ¢ aHTHIMPETHIU CIIOpel MECTHHTE MPENOPBKA 32 TeYeHue.
Creyuantu nonynayuu

HIV uHeKIHATa He ce CUWTa 3a POTHBONOKasaHne. O4aKBaHUAT UMYHEH OTTOBOP MOXE /1a HE obae
HOCTHIHAT CJIeX BAKCHHALIUS HA UMYHOCYIIPECHPaHU MalMeHTH.

KHHWYHWTE JNAHHW nokassaT, de Infanrix hexa Moxe fa ce mpuiara npyu HEAOHOCEHH KbpMadeTa,
obaye, KaKTO ce 0YAKBa IIPY Ta3H MOMyNalus, € HaboaBaH no-cnab UMyHeH OTroBOp 10
OTHOIIIEHKE Ha HAKOM aHTUTeHHM (BX. Touka 4.8 u Touka 5.1).

[pu mpunaraHeTo Ha MbPBUIHA MMYHU3ALWA TIPY MHOTO HEJIOHOCEHH KbhpMatieTa (ponenu <28
recTallMoHHA CEMULR) 1 0cOBEHO TP TE3H ¢ TIPeaMIIHa aHaMHe3a 32 HEROpa3BUTHE Ha UXaTeNHATa
crcTeMa, TpAOBa fa ce UMa JIpeIBU OTCHLUWANHUAT PUCK OT alHes U Heo6X0OMMOCTTa OT
mpocesBaHe Ha JuInaneTo 3a 48-72 vaca.

Thit KaTo 1Moi3aTa OT BAKCHHUPAHETO NIPU Te3H KbpMadeTa € ToNsAMa, TO BAaKCHHUPAHETO TpsibBa Aa ce
Hanpasy 0e3 oTnarase.

Brusnue 8vbpxy 1ab0pamopHu uscie08aHs

Tt KaTo KaNCyNapHUAT NONM3axapyieH aHTHreH Ha Hib ce ekckpeTrpa B ypuHaTa, B PAMKHTE Ha
1-2 ceMMLM Cllel BaKCHHALMS MOXe Ja ce Habnro/1aBa MoJoXKHUTENEH TECT B ypUHATa. 3a na ce 1
notebpay Hib nadexuus o BpeMe Ha TO3M NepHoj TpabBa 1a ObJaT HanpaBeH! APYTH TeCTOBE.

4.5 BsanMoseiicTBHe ¢ APYTH JeKapCTBEHN MPOTYKTH U APYTH GopMu Ha
B3auMojeiicTBHE

Infanrix hexa Moske ia ce Tpuiara eJHOBPEMEHHO ¢ THEBMOKOKOBA KOHIOIaTHA BAKCHHA (PCV7, |
PCV10 u PCV13), koHIoraTHa BakCHHa Cpellly MEHWHIOKOKHM ceporpyna C (CRMy; 1 TT koHtOTaTH), |
KOHIOTaTHA BaKCHHa Cpellly MEHHHIOKOKM ceporpynu A, C, W-135n Y (TT koHrorar), nepopaiHa }
poOTaBHPYCHA BaKCHHA Y BAKCHHA CpeLy MopGuTH, NapoTuT, pybeona 1 Bapuiena (MMRYV). ‘
JlaHHHTE He ca NoKa3aTH KITWHIYHO 3HAYMMO BIUSHUE Ha aHTUTETHUA OTrOBOP KbM BCEKH OT
OTJIeNTHUTE AHTUIEHH, BbIIPEKH, Ue € YCTAHOBEH HETOCTOSHEH AHTUTANO-0TTOBOP KbM TOJMOBAPYC
THN 2 IpY eAHOBPEMEHHO TpUIaraHe cue Synflorix (cepornpoTekuuaTa Bapupa ot 78% 1o 100%) u
HUMBaTa Ha NMyHeH oTrosop kbM PRP (Hib) anturena na Infanrix hexa crnen 2 1034, MPUIOXKEHH Ha
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BB3pacT 2 ¥ 4 Mecena, ca GUIK TI0-BUCOKH MPH eIHOBPEMEHHO MpHJIarae ¢ MHEBMOKOKOBA Wi
MEHWHIOKOKOBA BaKCHHA, KOHIOTMPAHH C TeTaHH4eH TOKCoMs (BX. Touka 5.1). KIMHIYHOTO 3HaYeHue
Ha Te3M HaXOJKH OCTaBa HESICHO.

JlaHHH OT KIVHWYHY [POYYBaHNUS M0KA3BaT, He YECTOTaTa Ha heOPUITHITE peakLyH € [0-BUCOoKa,
xoraro Infanrix hexa ce npunara eXHOBPEMEHHO € THEBMOKOKOBA KOHIOraTHa BAKCUHA, OTKOJIKOTO
cTlel caMoCTOATeNHO NpuiioxkeHre Ha Infanrix hexa. JlaHHUTe OT €IHO KITMHUYHO TIpOYiBaHE
[10Ka3BaT, Ye YecTOTaTa Ha (heOpUIHUTE peakLiy ¢ No-BUcoKa, koraro Infanrix hexa ce npunara
¢IHOBPEMEHHO ¢ BaKCHHa Cpelty Mop6uiIm, napoTuT, py6eoia u Bapuiea (MMRY), 0TKOJIKOTO CJIER
caMocTosTeNHo npunarane Ha Infanrix hexa u e nogo6Ha Ha Ta3H, CleJl CAMOCTOATENHO MpKaraHe Ha
MMRYV BakcuHa (Bk. ToUkd 4.4 11 4.8). IMyHHITEe OTTOBOPH HE Ca TIOBJIASHY.

KakTto n Tpyu Apyrd BakCHHU, MOXE Jia ce o4JaKBa, 4e¢ Mpy MaluuerTH Ha UMYHOCYTIPECUBHA TEpAIHA
MOX€E Ia HC ObjJie MOCTUTHAT 33J0BOJINTENICH UMYHEH OTTOBOD.

4.6 @epTHiUTET, GPEMEHHOCT H KbpPMeEHe

Torii kato Infanrix hexa He € npeAHa3HayeHa 3a NPUIIOXKEHHE MPH Bb3PACTHU, HAMA 0CTATHYHO aHHA
3a MPUIIOKEHHE MO BpeMe Ha GPEMEHHOCT MIIM KbPMEHE, KaKTO M 10CTaTh4HO MPOBE/ICHH
penpOAYKTHBHU NPOYYBAHUs NPH XKUBOTHHU.

4.7 EdexTn BLpXYy cniocofHocTTa 32 modupaHe n pa6oTa ¢ MAIIMHHA

Henpunoxumo.

4.8 Hexeaanu JeKAPCTBEHH PEaKLHMH

Pestome Ha npogpuna 3a 6e3onacHocm

Tlon06HO Ha BAKCHHUTE cpelly AudTepus, TETaHyC U Kokmou (Ge3kieTb4Ha) U npH KOMOUHaLWH,
ChObpXKAIM uGTepHs, TeTaHyC 1 KOKIOM (6e3KIETBYHA), CTes, GycTep BakcuHaums ¢ Infanrix hexa
ca chOGIIABaHN TIOBHILIABAHE HA MECTHATa PEAKTOMEHHOCT U Tpecka B CPaBHEHHE € Kypca Ha
TbpBHYHA BAKCUHALYSA.

Pe3tome Ha HedicelaHume eKapCmeeHy peaKyuy 6 mabauyen euo

l'[pvl BCSKO I'pyNHpaHe B 3aBUCHMOCT OT YyecTOoTaTa, HEXXEJIaHUTE JIEKAPCTBEHHN PEAKIINN CC H36pOﬂBaT
B HU3XOAALL pell 10 OTHOWIEHNE HA TEXECTTA.

YecToTHTE 33 J03a Ca ,ue(bpmnpaHn, KaKTo cJjeaBa:

Msuoro yectn:  (>1/10)

Yecru: (=1/100 nmo <1/10)
Heuecru: (=1/1 000 o <1/100)
Penxu: (>1/10 000 mo <1/1 000)

Muoro peaxu:  (<1/10 000)

CrelHHTE, CBLP3aHH C JIEKAPCTBOTO HEXKENAHH PEaKuiy ca ChOOLICHHN MO BpeMe Ha KTUHUYHATE
TpoyuBaHus (aHHHU OT mosede oT 16 000 y4acTHWIM) U 1O BpEME Ha NOCTMAPKETHHIOBOTO
HabmoneHne. :




CHcTeMo-OpraHeH KJac YecToTa HexelaHH peaKiMH
Wudexuun n nnbecTaunu Heuectn Hudexuns Ha TOPHUTE AUXATEIHU
MTHTHLIA
) 7
Hapyienus Ha KpbBTa ¥ TMMHaTa Penxu JlumbanerHonatus”, TpPOMOOUMTONEHNS
cucTeMa
HapyueHns Ha UMyHHATa cHCTeMa Penku AnadunakTHIHA peaKium’,

aHadUIaKTOMIHH PeakLHi
(BKIIOYUTENHO ypTHKapua)
AJNepruyuHU peakuny (BKIIOYHUTENHO

npypuryc)’

HapymeHus Ha MeTabonu3ma 1
XpaHeHeTo

MHoro 4ecTd

3ary0a Ha aneTur

TIcuxyHU HapylHEeHUsA

MHoro uect#

Heobuuaen nnay, pasipasHUTENHOCT,
6e3nokolicTBO

Yectn HepgHocT
HapylueHus Ha HepBHaTa cMCTeMa Heuectn ChbHAUBOCT
Penxu Konarnc uiu cbCTosHEE, TO06HO Ha

WOK (XUMOTOHHYEH-XUNOPECTIOHCHBEH
enmmson)’

MHor0 peaku

"bpuoBe (CbC WM Oe3 NoBUIIEHA
TeMIepaTypa)

PecniupaTopHH, IPBAHA U Hewectn Kammna

MeAHacTHHAIHN HapyleH s Penxu Bponxur, amHes” [Bx. Touka 4.4 3a
amHes PU MHOTO HEJOHOCEHH
KbpMadeTa (< 28 recTalioHHa
ceIMuLa)]

CToMalHO-4YpeBHN HapylIeHUs Yectnn Jwapwns, nospeinaie

HapyueHus Ha KOXaTa 1 MOAKOXKHaTa Penku O6puB, aHrHoeseM

ThKaH

MHoro pexu

JepMaTut

061y HapyleHUs ¥ edexTH Ha MACTOTO
Ha TIpUJIOKEHHE

MHoro 4ecTH

[Moeumena temneparypa > 38°C,
JIOK&JIHO TIOIyBaHe Ha MACTOTO Ha
umxekTrpade (< 50 mm), yMopa,
60JKa, 3a4epBIBaHE

Yectn

[Mosumena Temneparypa >39,5°C,
peaKiuy Ha MSCTOTO Ha MHKEKTHPaHe,
BKITFOUMUTEIHO WHAYpalys, JIOKAITHO
NoJyBaHe Ha MACTOTO Ha HHKEKTHPaHe
(> 50 mm)'

Heuectu

Jludys3Ho noxyBaHe Ha HHXKEKTHPAHHA
KpaiiHHK, IOHAKOra ¢ BKIIIOYBaHe Ha
ChCe/IHa CTaBa'

Penxu

[MoxysaHe Ha ENUT UHXKEKTHPAH
Kpaitiuk " %, peakuyy Ha OGIIMPHO
ToXyBaHe’, TBBPAO 0OpasyBaHHe Ha
MSCTOTO Ha HHXKEKTUpaHe , 06pasyBaHe
Ha MeXypy Ha MSICTOTO Ha
MHXEKTHpaHe’

HpI/I Jela, Ha KOUTO € HalpaBeHa MbpPBHUYHA BaKCHHaLMs ¢ Oe3kIeThUHa KOKJITIOIIHA BAaKCUHA € NOo-
BEpOATHA nosgBaTa Ha peakLu Ha NIoAyBaHE ClEN MpoBEX/J1aHE HA 6yCTCp BAaKCHUHaLMsl, B CPABHCHUE C
Jeuara, Ipy KOUTO ITbpBUYHATA BaKCHHAINA € C IAMOKIEeThYHA KOKIIIOIHA BakCIHA. Te3u peaxkyuun

0T3BYyYaBaT B paMKUTC Ha CpelHO 4 nuu.

2 Hexenanu peakuuy oT CTIOHTAHHU CHOOIIEHNUS.




o OnUT NpY eHOBPEMEHHO NPHITOXKEHHE:

AHaTH3 Ha 9ECTOTATa Ha IOCTMapKETHHIOBHUTe ChoGILenNs Mpeanoiara MOTEHIMATHO MOBHILEH PUCK
OT KOHBYJICHH (CbC UM 63 MoBHIIEHa Temneparypa) n XXE, npy cpaBHEHME Ha IPYIH, TP KOUTO cC
noknansa yrotpeba Ha Infanrix hexa ¢ Prevenar 13, ¢ TakuBa, IPH KOUTO C€ AOKIIA/IBA MPUIIOKEHUE
Ha Infanrix hexa caMOCTOATETHO.

B KNMHHYHH W3IATBAHMS, IPA KOUTO Ha HAKOU OT BAaKCHHUPAHUTE € npunoxe Infanrix hexa
eJJHOBpeMeHHO ¢ Prevenar (PCV7) xaro 6ycrep (4-Ta) /1032 OT ABETE BAKCUHY, € cboOIIeHa TOBUILIEHA
temmeparypa > 38,0°C npu 43,4% oT KbpMayeTara, BAKCUHUPaHH ¢ Prevenar u Infanrix hexa no eqHo
¥ CBIIO BpeMe, B cpaBHeRue ¢ 30,5% OT kbpmaveTara, BAKCUHMPAHHU CaMo C lllecTBAIEHTHATa
BaKcHHa. YCTaHOBEHa € MOBHIIEHa TEMIIepaTypa= 39,5°C npu 2,6% u 1,5% OT KbpMaUeTara,
pakciHupany ¢ Infanrix hexa cbOTBETHO CbC WM 6es Prevenar (Bx. Touku 4.4 n 4.5). Hecrorata u
TesecTTa HA IOBULIEHA TEMIIEpaTypa Cle eHOBPEMEHHO TIPHIOKEHNE Ha J(BETE BAKCUHU B
TbPBMYHMTE HMYHU3AUHOHHH CEPHH € NO-HUCKA OT nabniogaBanara ciefl 6ycrep Aosa.

JlaHHUTE OT KIAHUYHY NPOYUBAHHS MOKA3BAT 110106H1 YeCTOTH Ha MOBHUILEHA TEMINIEPaTypa MpH
¢IHOBpeMeHHO Tpuioxkerue Ha Infanrix hexa ¢ apyra MHEBMOKOKOBA 3aXapy/iHa KOHIOTaTHa BaKCHHA.

B KJIMHMYHO IIPOYUBAHE, TI0 BPEME Ha KOSTO HAKOW OT BAKCHHHPAHNTE nonmyyasar efHa Gyctep A03a
Infanrix hexa exHoBpeMeHHO ¢ MMRYV BakciHa, UMa cboO1IeHN 3a NOBHIHEHA TeMrepaTypa >38,0°C
npu 76.6% OT Aenara, noyuunm MMRYV BakcuHa 1 Infanrix hexa no e1Ho ¥ Cbillo BPEME, B
cpasHenue ¢ 48% ot fenata, Moy i Infanrix hexa camocTosTenso 1 74,7% OT Aeuara, noiryuim
MMRYV BakciHa camoctosTenso. Mima chLOOLIEHN 33 OBHULIIEHa TEMIepaTypa, Mo-BUCoKa OT 39,5°C,
npu 18% oT mewata, MOy I Infanrix hexa c MMRY BakcHHa, B CpaBHEHHE C 3,3% oT Acuara,
nonyuuny Infanrix hexa caMOCTOATENHO U 19,3% ot neuara, noayduna MMRV caMoCTOATENHO (Bx.
Touku 4.4 n 4.5). :

L4 be3onacHOCT 1pH HEeJIOHOCEHU KbpMadeTa:

Infanrix hexa e MpHJIOXKeHA IIPU MOBEHE OT 1 000 HeIOHOCEHH KbpMaueTa (pOJieH! Clell TeCTalluOHEH
neprog oT 24 1o 36 CeIMALM) TIPH TbPBUYHA BaKCUHALMOHHY NPOYYBAHHA 1 MY roeeye oT

200 HeIOHOCEHH KbpMayeTa, kaTo GycTep 103a 1Mo BpeMe Ha BTOpATa FOIMHA OT XHMBOTa. B
CPABHUTENIHN KITMHUYRH IPOYBAHUA €2 YCTAaHOBEHHN CXOJIHU YECTOTH Ha CHMITOMUTE TpH
HEJIOHOCEHN 7 JIOHOCEHHU KbpMayeTa (BUXTe nHpopMaLHATa 32 aHes B TOYKa 4.4).

. OnuT ¢ BaKCHHa cpellly XenaTuT B:

B M3KITIOUHTENHO PEIKH Cllydan ca chollluaBaHu aneprayii peakiim, Hanoao0sBally cepyMHa

GoecT, Tapau3a, HeBPOTIATUs, HEBPHUT, XUMOTOHHA, BACKYJIHT, AVXEH MNaHyc, epuTeMa |
MynTidopMe, apTPUT, MYCKyTHA cnabocr, cunapom Ha Guillain-Barre, entedanonarus, eHueanuT 1 f
MeHuHTAT. [IpHaUHHO-CIIEICTBEHATA BPB3Ka ¢ BaKCUHATA HE € yCTaHOBEHA. ‘

C’bOGgAaBaHC Ha_NoA03UpaHi He)XeNaHu peakinu ;
Cno0l1aBaHeTO HA NOA03UPAHH HeXeJlaHW peaklu Clc paspeliaBaHe 3a yn0Tpe6a Ha JieKapCTBEHHA |

TMPOAYKT € BakHO. TOBa MO3BOJIABA a MPOABIKNA HabMOJCHUETO Ha CHOTHOIICHUETO non3a/pmcx 3a
JieKapCTBEHNA MpoOaYyKT. Ot MeIUIMHCKUTE CrICNaJIN CKBa a ¢croO1maBar Beidka
nojo3upana HEXKeNaHa peakuus 4pe3

4.9 TIIpexosmpane

Hsama cpoOlienus 3a ciryyan Ha Mpeao3npane.




5. ®APMAKOJIOTHYHU CBONCTBA

5.1 dapMaKoAMHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHa rpyna: KombuHnpanu Gaxrepuannu u BupycHu Bakcuan, ATC kox: JO7CA09
Hmynozennocm |

WMynorennoctTa Ha Infanrix hexa e olieHeHa B KITMHUYHHA TIPOYYBaHMA OT 6-ceIMUYHA BB3PACT.
BakcuHaTa € olleHeHa B 2-1030Ba U 3-1030Ba CXeMH 3a ITbpPBUYHA UMYHU3aLMs, BKIIOUNTENHO B
cXeMara Ha paslippeHara nporpama 3a UMyHu3auus (Expanded Program on Immunisation), 1 kaTo
6ycrep A03a. PesynraTtute oT Te31 KIMHUYHU NPOYYBaHNs Ca 0606uieHn B TabnuuuTe mno-nony.

Crieql 3-1030Ba TbpBUYHA BaKCUHALIMOHHA CXeMa, Hali-Maiko 95,7% oT kbpMaieTaTa ca n3paboTHIu
CepOTPOTEKTUBHU WITH CEPOTIO3UTHBHH HIBA Ha aHTHTENATa CPellly BCEKU OT BaKCHHAUMORHUTE
anturenn. Cnen 6ycrep BakcuHauws (cnen 4-Tata 103a), Hak-Mako 98,4% oT meuata ca u3paboTHIN
CEepONPOTEKTUBHY MIIM CEPOTIO3NTHBHY HUBA Ha aHTUTENATa CPELLY BCCKH OT BAKCHHAIHMTE
aHTHTEHU.

IpouenT HA y4aCTHHIMTE ¢ THTPH HA AHTHTEIATa, NOKA3ATETHH 32
CeponpoTeKIHs/CePONO3UTHBHOCT eJMH Mecell cJ1e] 3-1030Ba MLPBHYHA U OycTEp BAKCHHALHA C
Infanrix hexa




AHTHTANO Cnen 3-taTa 1032 Caen 4-
(rpanyMy4Ha TaTa A03a
cToifHOCT) (Byctep
BaKCHHAI]
us no
BpeMe Ha
BTOpaTa
roJMHa OT |
JKHBOTA
caen 3-
J030B
IBPBHYEH
Kypc)
2-3- 2-4-6 mecena 3-4-5 mecena 6-10- ;
4 Mecena N=1693 N=1055 14 ceamMunm N=2009 |
N=196 (6 npoyusanus) | (6 Npoy4BaHHs) N= 265 (12 npoytlj
(2 mpoy4 (1 npoyumaHn | BaHHs) |
BaHNA) €) 3
Y% % % % %
AnrtaudTepuiin 100,0 99,8 99,7 99,2 99,9
H
(0,1 IU/ml) t
AHTHTETAHHYHH 100,0 100,0 100,0 99,6 99,9
(0,1 IU/ml) T
AHTR-PT 100,0 100,0 99,8 99,6 99,9
(5 EL.U/ml)
Antn-FHA 100,0 100,0 100,0 100,0 99,9
(5 EL.U/ml)
Autu-PRN 100,0 100,0 99,7 98,9 99,5
(5 EL.U/ml)
Antu-HBs 99,5 98,9 98,0 98,5* 98.4
(10 mIU/ml) t
AHTH-II0JINO 100,0 99,9 99,7 99,6 99,9
TR 1
(paspexnane 1/8)
t :
AHTH-TIOJINO 97.8 99,3 98,9 95,7 99,9
T™N 2
(paspexnane 1/8)
T
AHTH-TIOJIHO 100,0 99,7 99,7 99,6 99,9 |
™I 3 ‘
(paspexnane 1/8)
T a
Ant-PRP 96,4 96,6 96,8 97,4 99,7%*.
(0,15 pg/mD) |

N = Gpoif Ha y4acTHULNTE
* B Io/rpynara Ha KbPMaueTara, Ha KOUTO He ¢ HarpaseHa XenaTuT B BakcHHA NpH paXIaHeTo,
77,7% OT y4acTHHLUTE Ca UMAJIH antu-HBs titpu = 10 mIU/ml

** Crnep 6yctep, 98,4% OT y4acTHULMTE ca MMAJH anTn-PRP xonuenTpaius

3a IBNrocpoYHa 3alnTa
T rpaHni4HaTa CTOMHOCT € npueTa Kato nokazaTeJiHa 3a 3alura
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Crieq 2-1030Ba MBPBHYHA BaKCHHAMOHHA CXEMA, Haii-Manko 84,3% OT kbpMadeTara ca W3paboTunu
CepoNpOTEKTUBHI WM CEPOMO3NUTHBHI HMBA HA aHTUTEIIATA cpelly BCEKM OT BAKCHHAIHUTE
anTurenn. Clejl IThTHA BaKCHHALWA CTIOpe 2-10308a MbPBUYHA W 6ycrep cxema ¢ Infanrix hexa, Haii-
Masniko 97,9% OT y4acTHHUMTE ca W3paboTHiIK CeporpoTeKTUBHA WK Cepono3UTUBHY HIBA HA
aHTHTENATAa CPELLy BCEKH OT BAKCHHAHUTE aHTUTCHU.

CBIIIaCHO Pa3iMuHK MPOYYBaHVsA, IMYHHUAT OTTOBOP KBM PRP auturena Ha Infanrix hexa cnen

2 1031, IPUNOXKEHM Ha 2- 1 4-MeceuHa Bb3pacT, Lie Bapupa NpH eTHOBPEMEHHO NPUITOKEHHE C
KOHIOFaTHA BaKCHHA ¢ TeTaHWueH Tokcoua. Infanrix hexa e ocHrypH anTH-PRP mMyHeH OTTOBOD
(rpauuuHa croifHoct 2 0,15 pg/ml) npy Haii-manko 84% oT KbpMaueTara. Toii ce nokausa 1o 88% B
cilydaii Ha eTHOBPEMEHHO TIPUJIOKEHHE C [THEBMOKOKOBA BaKCHHA, ChAbpXKalla TETaHHYeH TOKCOUA
KaTo HocKTeN M 10 98%, koraro Infanrix hexa ce npunara €AHOBPEMEHHO € TT koHroratHa
MeHHHTOKOKOBa BakcuHa (BX. Touka 4.5).

TIpoieHT HA YHACTHUIHTE C THTPH HA AHTHTENATA, MOKA3aTETHH 33
cepoNpoTeKIHs/CepONO3UTHBHOCT €IHH Mecel] cJie 2-1030Ba MbPBHYHA U OycTep BaKCUHAUMS C
Infanrix hexa

Caen 2-para 1032 Cnepn 3-TaTa fo3a
AHTHTHO 2-4-12 meceuna | 3-5-11 meceuna | 2-4-12 MeceuHa 3-5-11 meceuna
(rpaHm4Ha Bbh3pacT Bb3pacT BB3pacT BB3pacT
CTOIHOCT) N=223 N=530 N=196 N=532
(1 npoyuBane) | (4 npoyysanus) | (1 npoyusane) | (3 IpOYYBAHUA)
Y% % % %
AuTnaudrepHitHA 99,6 98,0 100,0 100,0
(0,1 TU/m)) T
AHTUTETAHUYIHH 100 100,0 100,0 : 100,0
(0,1 TU/ml) t
Antu-PT 100 99,5 99,5 100,0
(5 EL.U/ml)
Antu-FHA 100 99,7 100,0 100,0
(5 EL.U/ml)
Ant-PRN 99,6 99,0 100,0 99,2
(5 EL.U/ml)
Antu-HBs 99,5 96,8 99,8 v 98,9
(10 mIU/ml)
AHBTH-I0JIM0 89,6 99,4 98,4 99,8
™ 1
(paspexzane 1/8) T
AHTH-TIOJHO 85,6 96,3 98,4 99,4
THII 2
(paspexuane 1/8) +
AHTH-NIOJHO 92,8 98,8 97,9 99,2
™I 3
(paspexcpane 1/8) T
Autu-PRP 84,3 91,7 100,0* 99,6*
(0,15 pg/ml) §

N = Gpoii Ha y4acTHULIUTE

f rpaHUdHa CTORHOCT TIPUETa KaTo MOKa3aTelHa 32 3alinTa

* Cnen 6ycrep, 94,4% OT yuacTHHLMTE B 9.4-12-meceunata cxema u 97,0% oT y4acTHULUTE B 3-5-11-
MeceuHaTa cxema ca uMany anTi-PRP koHLeHTpauns 2 1 pug/ml, nokasaresHa 3a AbJIrocpoina
3aIATA.

VcTaHOBEHH €A CEPONIOTHYHM KOpeNaTH Ha 3allliTa Cpetly audTepus, TETaHyc, MONMOMUENHT,
xenatut B 1 Hib. Hama ceponoriuen Kopenar Ha 3aliuTa cpelty KOKIOLI. O6aue, Tbil KaToO
1




MMYHHUST OTrOBOP KbM KOKIIOIIHKTE aHTUTEHU CIIE] TIPUiaraHe Ha Infanrix hexa e exBUBANEHTEH Ha
To3u KbM Infanrix, O4aKBa ce IPOTEKTHBHATA e(UKACHOCT Ha JIBETE BaKCHHH J1a GbJle eKBUBANICHTHA.

Egpuxacrocm no omHowenue Ha 3auumama cpeujy Koxmou
KIMHAYHATA 3alIITa Ha KOKIOLIHATa KOMIoHeHTa Ha Infanrix cpellly KOKITIOLI, THTIMYEH 110

kpurepunte Ha C30 (2 21 AHM Mapokcu3Manta KallIA1a), € yCTaHOBEeHa clie/l 3-11030BaTa MbpBUYHA
VIMyHW3allus B IPOYYBaHMATA B TaGMLATA MO-AOIY

IpoyuBaue AbpxaBa Cxema Euicactiocr CrolpaxkeHus
HA BAKCHHATA
IIpoyuBane 3a Tepmanus | 3,4,5 -1 88,7% B3 ocHoBa Ha ChOpaHHUTE aHHH
KOHTaKTHO- Mecelia OT BTOPUYHH KOHTAaKTH B
OuTOBa 3apasza JOMaKVHCTBA, B KOUTO ¥Ma
(MpOCTIEKTUBHO rokasaresicH cydaii Ha TUIHYEH
CNATIO) KOKJTIOLI
TpoyuBaHe 3a Hranus 2,4,6 84% IMpu npocneaspade Ha chlaTa
euKacHOCT Mmecela KOXOpTa € MOTBbp/ieHa ePUKACHOCT
(CTIOHCOPHPAHO OT 1o 60 Mecela clieli 3aBbpUIBAHETO
NIH) Ha MbPBUYHATA BakCHHAuUMs 6e3
TpUITOKeHNe Ha OycTep 1032 33
KOKJTIOLLL.

HepcucmupaHe HA UMYHHUA OM2080p

Tpu feua Ha Bb3pacT 4-8 TOJAMHM € OLEHEHO MEPCHCTUPAHETO Ha VIMyHHUS OTTOBOP KbM 3-71030B2
mbpBHYHa (Ha 2-3-4, 3-4-5 nnu 2-4-6-Meceuna Bb3pacT) U GycTep (10 BpeMe Ha Bropara rofiuHa oT
xuBoTa) cxema c Infanrix hexa. YcTaHOBeH € 3allMTEH MMYHUTET CPELLy TPUTE TONTHOBHPYCHH
tunose 1 PRP npu Hait-manko 91,0% ot neuara u cperty JndTepus ¥ TETAHYC NPH Haii-Manko 64,7%
ot nenara. Haii-Manko 25,4% (autu-PT), 97,5% (antu-FHA) u 87,0% (anTu-PRN) oT nenata ca ounu
CEpONO3UTUBHH CPELly KOKITIOIIHHTE ChCTAaBKH.
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IpoleHT Ha y4acTHHIIHTE C TATPH HA AHTUTENATa, IOKA3ATENHH 32
CEpONpPOTEKIHA/CEPONO3HTHBHOCT CJie]l MbLPBHIHA H 6ycrep BakcuHarus ¢ Infanrix hexa

AHTHTAIO0 Jlena Ha Bb3pacT 4-5 roqdHu Jeua Ha Bb3pacT 7-8 roauHu

(rpaHviHa N % N %

CTOHHOCT)

ArTHIANTEpUiHN *

(0,1 IU/ml) 198 68,7 51 66,7

AHTHTCTAHHYHH

(0,1 IU/ml) 198 74,7 51 64,7

AHTH-PT

(5 EL.U/ml) 197 25.4 161 32,3

Autu-FHA '

(5 EL.U/ml) - 197 97,5 161 98,1

Antu-PRN '

(5 EL.U/ml) 198 90,9 162 87,0

AnTu-HBs 250§ 85,3 207§ 72,1
1 (10 mIU/ml) 171§ 86,4 149§ 77,2

AuTi-niozmo THN 1 185 95,7 145 91,0

(paspexnane 1/8)

AHTH-TI0JIMO THII 2 187 95.7 148 912

(paspexnaaHe 1/8)

AHTR-TIOJINO THI 3 174 97.7 144 97.2

(paspexxnane 1/8) :

Antun-PRP

(0.15 pg/ml) 198 98,0 193 99,5

N = 6poit Ha y4acTHULMTE

* [IpoGure, uscneasann upe3 ELISA, 3a kouto ca ycTaHOBEHN KOHUEHTpallli Ha auTUaUQTepUiHUTE
antuTena < 0,1 IU/ml ca TecTBaHM MOBTOPHO Ype3 peakuns HEyTpanu3alua ¢ Vero-kNneTku
(ceponpOTEeKTMBHA TPaHUYHa CTOHHOCT 2 0,016 1U/ml): 96,5% OT y4acTHULMTE ca Gritn
CeponpOTeKTHPaHH

§ Bpoil Ha y4aCTHULMTE OT 2 KITMHUYHHA POY4BaHHA

o oTHOLIEHHE Ha XeNaTUT B, yCTaHOBEHO € NePCUCTPaHE Ha 3alIMTHUS HMYHUTET (=10 mIU/ml)
cnen 3-1030Ba MbpBHUHA 1 GycTep cxeMa ¢ Infanrix hexa mpu 2 85% ot nuiara Ha 4-5-roguiinHa
Bb3pAcT U NpH >72% OT nuuara Ha 7-8-roauiKa Bb3pact. B nonsiHeHue, cliell 2-3030Ba TbPBHYHA U
GycTep cxeMa, 3alUTHUAT IMYHHUTET CpeLty XenaTut B nepcucTupa npu > 48% ot nuuara Ha 11-12-
TOAHILHA BB3PacT. .

[Torbp/eHa € XenaTUT B MMyHHa NaMeT NPH Jelid Ha Bb3pacT ot 4 no 12 roaunu. Te3n aena ca
nomywiu Infanrix hexa karo mbpBU4Ha U 6ycTep BakCHHAINA KaTo GeGeTa, ¥ TPU MPUIIOKEHNE HA
e/lHa JIOMbIHUTENHA 1032 MOHOBaneHTHa HBYV BakciHa, ce MHAYLNPA 3alIMTCH MMYHHUTET NpY Hai-
Majiko 96,8% ot nunara.

HmynozenHocm npu HeOOHOCEHU KbpMaiema

HmyHorenHocTTa Ha Infanrix hexa e olleHeHa 10 BpeMe Ha TpH TIpOYIBaHHi, BKJTFOYBAIIH OKOJIO
300 HeTOHOCEHH KbpMadeTa (pofeHw oT 24 110 36 recTalMONHHA ceIMUIM) ciell 3-1030B MbPBUYCH
BaKCHHAIMOHEH KypC Ha 2, 4 ¥ 6-MeceuHa Bb3pacT. IMyHOTeHHOCTTa Ha Oycrep no3a Ha 18 1o
24-MeceyHa Bb3pacT € olieHeHa npy okono 200 HeloHOCEHN KbpMaUeTa.

EviH Mecell clie| ITbpBUYHATA BAKCUHALMS Half-Manko 98,7% OT yJacTHULHUTE ca 6uIn
CepoNpOTEKTUPAHH Cpelly AU TepHs,, TETAHYC W MOMHOBAPYCUTE THTIOBE 1 u 2; Hait-manko 90,9% ca
MMaJTM CeponpOTEKTHBHY HIBA HA aHTHUTENATa CPeIly aHTUTCHITE Ha XENaTHT B, PRP u nonmosnpyc
THM 3; ¥ BCUYKH YYACTHALM ca GUIU CepOTIO3UTHBHY 33 aHTHTeNaTa Cperiy FHA u PRN, nokaro
94.9% ca Gunu cepono3UTHRHK 3a aHTH-PT anTHTEN2.
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Equn Mecen cnen Gycrep f03aTa Hall-Manko 98,4% OT y4aCTHHILM Ca HMAJIU CEPONPOTEKTUBHM UK
CepoNo3UTHBHA HUBA Ha aHTUTENATa Cpelly BCeKHM OT aHTHUreHuTe, ¢ m3kmouenue Ha PT (#ai-Manko
96,8%) 1 xenatut B (Haii-manko 88,7%). OTroBopbT KbM OycTep 103aTa 110 OTHOIEHUE Ha KPaTHATE
MoKaYBaHUA Ha KOHIIEHTPALMKHTE Ha aHTHTENaTa (15- 1o 235-kpaTHO) MOKa3BaT, He HEOHOCCHUTE
KbpMaueTa ca ¢ afieKBaTHa TbpBUYHA BakCHHALMA 3a BCHUKM aHTHreHy Ha Infanrix hexa.

B npocie/sBailio Npoy4yBaHe, MPOBEACHO NpU 74 neua, NPUGAMIUTENHO 2,5 10 3 TONNHA Clel oycrep
n03aTa, 85,3% OT Jelara Bce Olle ca O CEpONpPOTEKTUPAHH cpely xemnaTuT B 1 Haii-Maiko 95,7%
ca GUIK cepoNnpOTEKTUPAHHU CpeLly TPUTE MOTHOBUPYCHH tuna u PRP.

HocmMapKemquoe onum

PesyntaTute OT XbATOCPOYHO NPOCICIABAHE B I1IBenus Mokassar, 4e 6e3KkIeThYHUTE BAKCHHM Cpelly
KOKJTFOWI ca ehUKacHu MPY KbpMaieTa, KoraTo ce npuiarat ChbriacHo 3- n 5-MecedyHaTa MbpBUIHA
¥MYHU3aLHOHHA CXEMa, C e/Ha GycTep 1o3a, MPUIloKeHa Ha npu6nusntenHo 12 meceua. JlaHHuTe,
obaue, TOKA3BaT, Ye 3aluTaTa cpetly KOKIoI MOXE Aa GBae oTcnabeHa Ha 7-8-roAnIIHA BB3pacT €
ta3u 3-5-12-Meceuna cxema. ToBa npearnonara, 4e MMa OCHOBaHME 33 BTOpa GycTep 103a OT BaKCUHA
cpeliy KOKJIOII MPY JIelia Ha Bb3pacT 5-7 TOIMHMW, KOWTO Tpe/M TOBA ca GUIM BaKCUHMPAHW 11O Ta3k
KOHKpeTHa CXeMa.

Eduxacroctra Ha Hib chcTaBkara Ha Infanrix hexa e u3cieapana upe3 oOMKPHO NPOYYBaHE 3a
[10CTMapKETHHTOBO HaOJIO/IEHIE, IPOBEXK/AAHO B Tepmanus. [To Bpeme Ha celeMIOXMUIHNS PO Ha
npociesBate, epUKacHOCTTa Ha Hib chCTaBKWUTE Ha JIBe XeKCABAJIECHTHH BaKCHHHU, €IHATa OT KOUTO €
Infanrix hexa, e 6una 89,6% 3a WbIHUTE TBPBUTHN CCPUU U 100% 3a ITLIHATE TEPBUYHY CEPHUH TUTFOC
GycTep M03a (HE3aBUCHMO OT M3TIOJI3BAHATA 32 TTHPBUTHA BakcuHauus Hib BakcuHa).

PesyntatuTe OT IPOTHYALIO PyTUHHO HALMOHATHO Ha6monenue B Vtanus nokassar, e Infanrix hexa
¢ eheKTMBHA TTO OTHOLIICHHE HA KOHTPOIIA Ha Hib 3aGonsBaHe pu KbpMayeTa, KOraTo BakcHHaTa €
TIpUioKeHa ChriiacHo 3- ¥ 5-MeceqHata MbpBIiHa MIMYHU3aLMOHHA CXeMa, C efiHa OycTep 1032,
TIpUIIoXkeHa Ha PUOIM3UTETHO 11 Mecenia. 3a mepuoj OT WIECT TOAUHY, 3a1T0HAI IIPE3 2006 r., o
BpeMe Ha Kkoiito Infanrix hexa e ocHOBHATa W3MoJI3BaHa Hib-cbabpxaria BakcMHa ¢ IMyHH3UMOHHO
TOKPUTHE, HAIXBBPNALWLO 95%, MHBA3UBHOTO Hib 3abonssaHe mpojbIKaBa ja 6bae aobpe
KOHTPONHPAHO, C YETUPH MOTBBPIEHN CITyHas Ha Hib, cbobuienu npH aeua B MiTanus, Ha BB3pacT 0]
S roxMHM, Ype3 NaCHBHO HalIoCHUE.

52 @apMaKOKHHETHYHM CBONHCTBA

3a BAKCHHMTE HE CE M3MCKBa OLeHKaTa Ha hapMaKOKMHETHTHUTE CBOIiCTBA.

5.3 IIpenxivMHUYHH JaHHH 32 6€30MaCHOCT

Hex THHWYHUTE JaHHH, OCHOBAHY Ha KOHBEHIIMOHANHUTE NPOYIBAHMA 33 Ge30MacHoCT, crennduIHa
TOKCHYHOCT, TOKCUHOCT TPY MHOTOKPATHO TIPUIIOXKEHHE W CBBMECTUMOCT Ha ChCTAaBKUTE, HE
noKa3BaT crieluduueH PUCK M0 OTHOIIEHAE Ha XOpaTa.

6. ®APMAIIEBTUYHU JAHHH

6.1 Cnuchbk Ha TIOMOIIHHTE BEIIECTBA

Hib mpax:
JlakTo3a, Oe3BOJIHA

TudTepys, TETAHYC, KOKIIOMI ( 6e3KIIEThYHA), XenaTUT B ¥ MOTMOMHUENHT (DTPa-HBV-IPV

cynescus):
Harpues xiopua (NaCl)
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Cpena 199, ceappxaiia MpeAMMHO aMUHOKHCEITHHH, MHHEpPANHH CONH, BUTAMHHH
Boja 3a HHXEKUHH

3a amOBAHTHTE, BIXKTE TOUKA 2.
6.2 HechbBMeCTHMOCTH

Tpu Unca Ha NPOYYBaHKs 33 HECHBMECTUMOCTH, TO3H JIEKapCTBEH NMPOLYKT He TpsOBa [a ce CMecBa ¢
ApYTH feKapcTBEHN TIPOXYKTH.

6.3 Cpok Ha roaHOCT I
3 roguHM.

Crnejl pecycrieHiMpaHe ce NpenopbyBa HEMOCPEACTBEHO MPHIOKCHHE. Bce mak cief pecycrieHIupane
BakcuHara e crabuina 3a 8 yaca npu 21°C.

6.4 CrnenuajJHH ycJOBHS Ha CbXpaHeHHe

Jla ce cbxpansBa B Xnaaunuuk (2°C - 8°C).
Jla He ce 3aMpa3sBa.

Ila ce CbXpaHfgBa B OpUIrMHanHaTa OTIaKOBKa, 3a Ja ce Npeara3u oT CBETIIHHA.

JlaHuuTe 32 CTaBUITHOCT NOKA3BAT, e KOMIOHEHTHTE Ha BakCHHaTa ca cTabuIHK IPA TEMIIEPATYpH O
25°C 3a 72 uaca. B kpas Ha To3u nepuoz Infanrix hexa Tps6Ba fa ce U3MON3Ba HIK J1a €€ H3XBBHPIH.
Te3n JaHHH ca MpeHa3HaYeHH! J1a HaMbTCTBAT MEANIIMHCKHATE CTICHATICTH CaMO B ciyqait Ha
BpPEMEHHO TEMIIEPaTYPHO OTKIIOHEHHE.

3a yCNOBMATA Ha CbXPaHEHHe CJie/i peCyCTICHANpane Ha NeKapCTBCHNA pOIYKT BIKTe To4Ka 6.3.
6.5 [lanHm 32 OIIAKOBKATA

TIpax BbB (r1akoH (CTHKIIO THT I) € ryMeHa (6yTusioBa) 3arnymanka.

dnakoH Y IpeABAPUTEITHO HAbJIHEHA CTPUHLIOBKA

0,5 ml cycrieH3us B Mpe/lBAPUTEITHO HATBIIHEHA CIPUHIOBKA (cTekiio THM 1) ¢ ryMeHa (6yTunosa)
3amylLuanka Ha 6y TanoTo.

Onaxosky ot 1, 10, 20 u 50 ¢ uny 6€3 UriIM 1 rpynopa ONaKkoBKa OT 5 ornakoBKH, BcAKa ChAbpKalla
10 duaxoHa u 10 mpeABApUTEITHO HAITBIHEHA CIIPHHIOBKH, 6e3 urinm. ’

dnakoH ¥ GakoH

0,5 ml cycnensus BbB (nakoH (cTbkno Tun I) ¢ rymena (6yTunosa) sanyuanka. Onakosku mo 1 u 50.
He BCHUKY BHIOBE ONAKOBKM MOTAT Aa GbJaT MycHaTH B npoAaxoa.

6.6 CrhenuajiHM NpeINAa3HN MEPKH PH M3IXBLPIsiHE U paboTa

dnakoH ¥ NpeBapUTeTHO HalbIHEHa CIPUHLOBKA

TTo BpeMe Ha ChXpaHeHHe B NPeBAPUTENHO HAITb/IHEHATa CIPHHLIOBKA, cpabpxkatta DTPa-HBV-IPV

CyCTeH3us, MorarT a ce HabmosaaT GuCTpa TEYHOCT 1 6ana yraiika. ToBa e HOpMaJIHO Jla c€
Habmo/aBa.

anIIBapHTCHHO HambJIHEHATA CTIPUHIIOBKA TpHGBa Ja ce pasKiaT J106pe Jo niojly4aBaHe Ha
XoMorenHa MbTHa osna CycneHs3ns.
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PecycrieHAupaHeTo Ha BAKCHHATA Ce M3BbPLIBA UPE3 npubaBsiHe Ha LANOTO ChABPXKAHUE HA
TpeBapHUTENHO HaNbIHeHaTa CIPUHIIOBKA KbM dnakoHa, chABbpKaLL npaxa. [Tpeu npunarate
cMecTa TpAGBa Aa ce paskiati 106pe 0 MBITHOTO pasTBAPAHE Ha Mpaxa.

PecycneHJmpaHaTa BaKCHHA U3TIexaa kKaTo MaJiko To-MbTHaA CyCHICH3UA B CpaBHEHHUE C TeYHaTa
cbhCTaBKa CAaMOCTOATENHO. Tosa e HOpMAJIHO Aa €€ Habmo/iasa.

CycrnensusaTa TpAGBa 1a ce Mperiea BU3yanto npeau 1 ciel pecycleHAUpaHe 3a HATMYNE Ha YYXAH
qaCTHIV W/VK TIPOMEHeH BbHIIEH BUA. B ciryyal, ue ce Ha6oAaBaT TaKMBa, M3XBbPJIETE BaKCHHATA.

TlpeBapHTEITHO HATTBTHEHATA CIIPUHLIOBKA MOXKE J1a c€ 10CTaBA ¢ HaxpaitHUK THI JTyep ¢ KepaMUIHO
nokputure (ceramic coated treatment, CCT) unu ¢ ananTop TUI Jiyep JIOK C Karnaika Ha HakpaiiHUKa OT
TEBpAA MacTMaca (plastic rigid tip cap, PRTC).

o  VKazanus 3a npunodicenue Ha NPeOsapumeIHo HanbIHEHAMA CRPURYO6KA, ako ce
docmassa ¢ adanmop mun ayep 1ok ¢ PRTC

Hriaa Tpeanasuren Ha
; urnata

N

CnpuHIOBKa

Byrano Ha
CTIPMHIIOBKATA

CNpUHLOBKATA
Kanauka Ha

CIIpUHLIOBKaTa

1. KaTo AppxuTe TAIOTO Ha CPUHIIOBKATA C €/iHATA pbKa (v m36rBaTe Aa AbpKUTE OyTANoTo HA
CTIpMHIIOBKATA), pa3BHiiTe KalaykaTa Ha CTIPUHIIOBKATA, KaTo A 3aBBPTHTE 110 TOCOKa o6paTHa Ha
YacOBHUKOBATA CTPEJIKA.

2. 3anma TMPUKPETTUTE urnara KbM CIIpUHIIOBKATA, 3aBbpTETE UTNIaTa BbPXY CIpUHUOBKATA 110 MOCOKa
Ha YaCOBHMKOBATa CTPENKa, 10KATO YCETUTE, HE€ CC 3aTErHE (BPDKTC pucyHKaTa).

Cearnere TpeAnasnuTeid Ha urjnarta, KOliTO TTOHAKOTa MOXeE J1a € MaJIKO TTBTHO CTEerHar.

4. PecycnenampaiiTe BAKCUHATA, KAKTO € ONUCAHO M0-rope.

HeunznosBauuaT IeKapcTBEH TIPOIYKT MY OTNAaAbYHUTE MaTepHald OT HETO TpﬂGBa Ia ce U3XBBhPIAT
B CLOTBETCTBHE ¢ MECTHUTE N3UCKBAHMA.

draxoH 1 GrakoH
Tlo BpeMe Ha ChXpaHeHVe BbB (riakoHa, ChAbpKall DTPa-HBV-IPV cycnensus, MOrat Jia c€
HaGmoaBaT GuCTpa TedHoCT 1 6sna yraiika. Tosa € HOPMAITHO Ja €€ Habmoaaea.

Cycnensusta DTPa-HBV-IPV Tps6Ba [a ce paskaTH Jo6pe Ko MoTy4aBaHe Ha XOMOTEHHa MbTHA
6ana cycreHsus.

PecycreHANpaHeTo HA BAKCHHATA CE M3BBPIIBA HPE3 npuGasAHe Ha UANOTO CHABPKAHUE HA ¢nakoHa,
chabpikam DTPa-HBV-IPV cycnensus, 1pe3s CnpuHIIOBKa BBB ¢nakona, chabpxkan mpaxa. [penu
npunarase cMecTa Tps6Ba Ja ce paskiaTi no6pe [0 MBIHOTO pa3TBapsHE Ha mpaxa.
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Pecycnemmpaﬂa"ra BaKCHHA M3rJIeXKIa KaTo MaJIKo NMO-MbTHa CYCIIEH3UA B CpaBHEHHUE C TeWHaTa
cbCTaBKa CaMOCTOATEIHO. ToBa € HOpMAaJTHO Ja c€ nabmoaaBa.

CycrensusTa TpA6Ba Ja ce MperJie/ia BU3yalHo TPEe/v # CeN pecyClieHIMpane 3a HaIMYHEe HA TyXKIU
YACTHIW M/MITM TIPOMEHEH BBHIIEH BUA. B cryualt, ye ce HaGmoaBaT Tak1Ba, H3XBBPIETE BakCHHATA.

HeunsnonssaHUAT TEKAPCTBEH NPOAYKT WU OTNIAJbYHUTE MaTEpUAIHA OT HETO TpH6Ba Ja ce U3XBbPIAT
B CHOTBETCTBHE ¢ MECTHUTE U3UCKBAHHA.

7. TMPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

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

B-1330 Rixensart

Benrust

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

[IpeBapUTeHO HATBITHEHA CIPUHIIOBKA
EU/1/00/152/001

EU/1/00/152/002
EU/1/00/152/003
EU/1/00/152/004
EU/1/00/152/005
EU/1/00/152/006
EU/1/00/152/007
EU/1/00/152/008
EU/1/00/152/021

DakoH

EU/1/00/152/019
EU/1/00/152/020

9. JIATA HAIIBPBO PA3SPEIIABAHE/TIOJHOBABAHE HA PASPEIIEHHETO
3A YIIOTPEBA

Jlata na mbpBO pasperasane: 23 OKTOMBPH 2000 .
Jlata Ha nocjieHO MOHOBSABAHE! 31 apryct 2010 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

TToapoGHa MHpOpMAIs 32 TO3U IEKAPCTBEH NMPOAYKT € NPelloCcTaseHa Ha yeGcaiira na EBpornefickara
areHuus 1o nekapcTeata http://www.ema.europa.cu
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JIncroBka: nHPpopManus 32 NOTPeOHTENA

Infanrix hexa npax u cycneH3us 32 MHKEKUHOHHA CYCIIeH3Hsl B IPeABAPUTENHO HATbJIHEHA
CIPUHIIOBKA
AJicopbupaHa BakcHHa cpelly AUQTepus, TeTaHyc, KoK (6e3KIEThYHA, KOMITOHEHTHA), XenaTuT B
(p-ZIHK), monuomuenut (MHaktuBUpaHa) u Haemophilus influenzae Tun b (koHtoratHa).
Diphtheria (D), tetanus (T), pertussis (acellular, component) (Pa), hepatitis B (rDNA) (HBV),
poliomyelitis (inactivated) (IPV) and Haemophilus influenzae type b (Hib) conjugate vaccine
(adsorbed).

TIpoueTeTe BHUMATEJIHO NSAJIATA JHUCTOBKA NPEIH Ta3U BaKCHHA Aa Ob/e MPHIOKEeHa Ha ieTeTo
Bu, Thii KaTo T chABPXka BaxkHa 3a Bac nHdopmanus,

. 3anazere Ta3u JUCTOBKA. MoXe J1a ce HAOXM Ja 5 IPOYETETE OTHOBO.

. AKO UMaTe HAKAKBH JOMBJIHATEIHU BHIPOCH, NonuTaliTe Bamns nekap uim GpapMaiesT.

. Ta3n BakcHHA € NpeNHcaHa TMYHO Ha Bamero fete. He s npeoTcTeNBaiiTe Ha Apyry Xopa.
L J

Ako Bameto fiete noiyuu HAKaKBM HeXeJlaHH JIeKapCTBEHU peakuny, yBeaomeTe Bauus nekap
nnu papmaneBt. ToBa BKITIOYBA U BCUMKH BB3MOXHH HEXENIAHH PEAKLWH, HEOTIHCAHH B Ta3u
nucToBKa. Bukre Touxa 4.

KakBo chbABPka Ta3H JHCTOBKA

KaxBo npeacrtasissa Infanrix hexa u 3a kakBo ce u3nonssa

Kakgo Tpa6Ba ja 3Haete, npean Ha neteto By na 6be npunoxena Infanrix hexa
Kak ce npunara Infanrix hexa

BB3MOXHU HEXXeNaH! peakuun

Kax na cexpanssare Infanrix hexa

CobabpkaHne Ha ONaKkoBKaTa 1 AONbIHUTENHA MHGOpMAaLUs

SR o

1. Kakso npeacraBassa Infanrix hexa u 3a KakBo ce H3NMOJA3BA
Infanrix hexa e BakcHHa, KOATO ce M3M0JI3Ba, 3a Jia 3alUTH BalleTo fieTe OT wwecT 3abonsBanus:

. JMudrepus: ceprosHa GakTepuanna HHOEKIMA, KOATO 3acAra IJIaBHO AUXaTelHUTe MbTHLIA H
TTOHAKOTA KokaTa. JIuXaTeNHUTE MbTHIIA OTHYAT, KOETO BOAM JI0 CEPHO3HU MpodneMu ¢
JMLIAHETO U MOHAKOTa 10 3aaymasane. Judrepnituute 6akTepun oTAenAT U otposa. Tosa
MOse [Ja MPUYMHI HEPBHO YBpeXkIaHe, TPo6IeMH CbC CHPUETO U IOPH CMBPT.

. TeTtaHyc: TeTaHWYHUTE GakTepPUH HABIN3aT B OPraHU3Ma Ipe3 NopA3BaHusA, OAPacCKBaHUs UK
paHu Ha koxaTa. PaHH, NpH KOUTO MMa MO-TojiiMa BEPOSITHOCT OT pa3BUTHE Ha TeTaHWYHA
uH(pEKLMS ca U3rapsHus, CYyNBaHUs, IbI6G0KM PaHU UIK PaHHM, BbPXY KOUTO UMa NPbCT, Npax,
KOHCKA TOp WM B KOMTO MMa IbpBeHH Tpecku. bakTepuute ocBoboxaaBat otposa. T Moxe Aa
NpUYMHU CKOBaBaHe Ha MYCKYJIHTe, 60NEe3HEHU MyCKyJIHU CMIa3MH, MbpHOBE U JOPH CMBPT.
MycKyIHUTE CTIa3MH MoTat 1a 6b1aT TONKOBa CUJTHH, Y€ 1a I0BEJAT 10 CHYTBaHUA Ha
rpbOHauHKs cThHIO.

) Marapemka Kamuoa (KOKJTION): CHIIHO 3apasHa 607IecT, KOATO 3acsira JuXarelHuTe
meTHma. Ta MpUYMHSBA TeXKA KALLTIIA, KOATO MOXe Jia AOBEJE A0 NpobIeMH ¢ AMWAHETO.
Kamnuuara 4ecTo € ¢be 3ByK, HaroAo0sBall Marapeliko Xbiiade. Kamnuuara Moxe na
TIPOIBJDKM eMH JIO IBAa Mecelia Wil Mo-Abiro. Marapelkara Kalidua Moxe 1a 10BeJie ChIlo
1o MHQeKUUs Ha yIIUTe, rphaHa NH(eKus (OpOHXHUT), KOATO MOXKe Jia MPOXBIDKH IBITO,
GenoapobHa MHdeKLM (THEBMOHNS), TPUMIAIbLY, MO3bYHU YBPEXAAHUS 1 JOPH CMBPT.

. XenaTtut B: npuunHsBa ce oT BUpyca Ha xenatut B. Toif npean3suksa yBennyasaHe Ha

yepHus Apo6. BUpychT ce OTKpHBA B TEECHUTE TEYHOCTH - BbB BarnHaTa, KPBBTA, CriepMara
WIH XpauKuTe (CIIOHKaTa) Ha MHPEKTUpaHH LA,
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TloTHOMMEINT: BUpYCHa uHdekuus. [TONMOMUENNTLT € YecTo camo neko 3abonsBsane. Bee
Tak, IOHAKOTra Tol Moxe 1a Gbjle MHOTO TEXBK U [1a JI0Be/ie 10 TPAWHO YBpeXaaHe U 10pH
cMBpT. [ToNMOMUENUTHT MOXeE Jia TIPEIM3BIKA HEBB3MOXKHOCT 32 IBKEHHE HA MyCKyNUTE
(mapanu3a). ToBa BKTIOUBA MYCKYJIUTE, OTFOBOPHH 32 JIMILIAHETO ¥ XOACHETO. 3acernatTute oT
3a60/14BaHeTo phlle UM Kpaka MOTat Jia ce U3BHAT (aedopmupat) GonesHeHo.

Haemophilus influenzae Tun b (Hib): Moxe 1a NpuunHY MO3BYEH OTOK (sp3maneHue). ToBa
MOXe Jia HOBefe 10 CEpVIo3HM NMpobiieMy KaTo YMCTBEHO H30CTaBaHe, LiepebpaiHa mapaiusa,
TITyX0Ta, ENUIENCHs W YacTHIHA ciienoTa. Moxe Ja MPUYHHY ChIIO Taka U MOLyBaHe Ha
reproto. ToBa MoXe 1a KoBejie 10 CMBPT OT 3adyuiasaHe. Io-psuxo HakTepunTe Morar Ja
3acerHar M KpbBTa, ChpLETO, GenuTe Apo6oBE, KOCTUTE, CTABUTE M THKAHUTE HA OMUTE U ycTaTa.

Kak geiictBa Infanrix hexa

Infanrix hexa moMara Ha opraHn3ma Ha BatueTo ieTe Jia cb3aajie CBOs COGCTBEHA 3alIUTa
(antutena). Topa e npeanasu BateTo fete oT Te3n 3a00nIBaHNS.

KakTo Bcuuky BakcuHM Infanrix hexa Moxe a He npeanasy HanbjAHO BCUYKH JICLA, KOUTO ¢a
BaKCHHVpaHH.

BakcuHaTa He MOde A IPHUMHY 3a00NsABaHNATA, OT KOUTO To Npelra3sa Bamero aete.

Kakso Tpsi6Ba 1a 3HaeTe, NpeXH Ha AeTero Bu 1a Ob1e npuiioxkena Infanrix
hexa

Infanrix hexa He TpaGBa aa ce mpuJara:

axo feTeTo Bu e anepruyio Kom:

- Infanrix hexa vy KbM HSKOS OT ChCTaBKUTE Ha Tash BakcHHA (M30poeHH B Touka 6).

- hopManaexua

- HEOMUIIUH WM TIOMUMHKCHH (aHTHOMOTHIN)
CHYMIITOMHTE Ha alleprivHa peakLis MOraT Aa BKITIOUBaT ChpOsil koKeH 00pHUB, 3aTPyHEHHUE B
IUIIAHETO U MoJyBaHe Ha JHLETO UK €3UKa.
axo feteTo By e UMarno anepriuyHa peakuns cliesl MpuokeHue Ha Ipyra BaKCHHa Cpemty
AudTepus, TETaHYC, Marapelka Kallimua, XenaTuT B, MolTHoMHENUT Ui Haemophilus
influenzae Tdn b.
ako JeTeTo Bu e NMaso npoGiemMu OT CTpaHa Ha HepBHAaTA CUCTEMA B PAMKUTE Ha 7 IHU cliell
TIpeMLIHO TIPUIOKEHNE Ha BAKCHHA CPelly Marapelika Kauntuua.
ako fieTeTo B Ma Texka uHGeEKUMs ¢ BUcoKa TeMnepatypa (Hag 38°C).
Jleknte MHAEKIMH KAaTO HACTUHKHM He 61 TPpAGBANo Ja NpeaCcTaBasBaT NPoGieM, HO BLIIPEKH
TOBA YBeIOMETe JieKaps Mpear UMyHH3aus.

Infanrix hexa He Tps6Ba 1a ce TIpUIara, ako HKoe OT ropen3bpoennTe ce OTHacs 3a Bameto gete.
AKO He CTe CHTypHH, 0GChieTe ToBa ¢ Baums fekap 1in dapMaleBT npef Ha AeTeTo Bu 1a 6bae
npusoxeHa Infanrix hexa.

HpeaynpexxeHnus: U NPeANa3HU MepKH

TosopeTe ¢ Bamms nexap unn dhapmaleBT npew Ha aereto Bu na 6Bae npunoxera Infanrix hexa:

aKo ciej| MpeauinHa BakcHHaLus ¢ Infanrix hexa nnm fpyra BakCcHHa Cpelty Marapeitka
KalNMLa, eTeTo Bu e nMano HskakBu npobiemMyu, 0cobeHo:
- TmosuueHa Temnepatypa (Hax 40°C) 1o 48 yaca cielt MPHIOXKEHUE HAa BAKCHHATA
- KoJarnc WIH CbCTOSHWE, MoA00OHO Ha oK A0 48 Yaca clell NpUIoXKEeHHUE Ha BaKCHHATa
- HeMpeKbCHAT Miay, TPoXbIDKaBall Moseye oT 3 yaca Ao 48 vaca cnejl npuiaraxe Ha
BaKCHUHaTa
- TBpuOBE, C WM Ge3 MOBHIICHA TeMIepaTypa, IOSABIIM ¢ 0 3 JIHU ClIe]l Npuiarate Ha
BaKCHHATa
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L4 aKo JETETO Bu uMa HeJUarHoCTUIMPaHO UK TIPOrpecuparilo 3abongBaHe Ha MO3bKa MITH
enuJiericus, KOSTO He € KOHTPOITupaHa. Crnen yCcTaHOBSABaHE HAa KOHTPOI Haj 3a00JIABaHETO
BaKCHMHaTa MOXe Ja 6bae NPpUIOKEHA.

. ako ieTeto BU MMa HapylleHus B KPbBOCBCHPBAHETO WIH JIECHO MOJTyaBa KPbBOHACA IAHNA.

) aKo JeTeTo Bu e mpeapasnosokeHo KbM MbpUoBe NPU BUCOKA TEMTIEPaTypa NN B ceMeiCcTBOTO
€ UMano TaKkuga ciy4au.

) ako feTeTo By He pearupa WM MONY4Y MbpUOBE (NMPUTTAXBLM) ClIE] BaKCHHALMS, MONIA
cBBpXETE ce He3abaBHO ¢ Bamms nekap. BixTe cbuio Touka 4 ,,Bb3MOXHU HEXKEaHU
peakumn®.

. Ako Bamiero 6eGe € pojieHo MHOTO HeZIOHOCEHO (BbB MK Npejn 28-Ma TecTauyoHHa ceaMHULa)

MOJKe /12 C€ MOSBAT NO-AbJTH Nay3d MeXk Iy BAUINBAHUATA B CPABHEHUE C HOPMATHOTO 32 2-
3 nuu cyiex BakcuHauws. [Tpu Te3u 6e6eTa Moxe fia ce HANOXH NMPOCTENIBaHe Ha NHIIAHETO 3a
48-72 yaca cnej MpUaraHeTo Ha NbpBUTE [1BE UIIM TPU 103U OT Infanrix hexa.

AKO HSKOE OT ropen3GpoeHuTe ce OTHacA 3a BaieTo gete (MM ako He CTe CUTYpHH), KOHCYNTUpaiiTe
ce ¢ Bawms ekap WM $papMaLeBT Npeay Ha AeTeto Bi fa Obje npuioxeH Infanrix hexa.

JIpyru nexapcrsa u Infanrix hexa

HUndopmupaiite Bawns nekap uiu papMalesT, ako BaweTo aeTe npuemMa, HaCKopo € npuemMarno,
BBH3MOKHO € J1a TIpreMa APyTH JIeKapcTBa MM HAackopo & BaKCHHUPAHO C IpyTa BaKCHHA.
Infanrix hexa ¢babp:ka HEOMMIIHH 1 NOJHMUKCHH

Tasu BakcHHa ChABPKA HEOMHLIMH ¥ TTOTMMUKCHH (GHTHOHOTHLIN). Hudopmupaiite Bauns nekap,
ako JeTeTo BU € UMaJio anepridHa peakiys KbM Te3n ChCTaBKH.

3. Kak ce mpuiaara Infanrix hexa

Koaxo go3u ce mpujarart

. Ha neteto Bu 1e 6baT NPHIOKEHHN 0610 ABE MM TPH MHXKEKLIHUA C HHTEPBAT OT Hall-MaJIKO
e/IVH Mecell MEX Iy BCAKA OT ToX.

. [lle 6BaeTe YBEJOMEHH OT JieKaps WY MeMLUHHCKATa CECTPa OTHOCHO MO-HATATBIIHATE
HoceleHUs Ha ieTeTo By 3a cnefBalluTe 1031 BaKCHHA.

. AKO ca HeoOXOIMMH JOMTbIHATENHN HHXKeKLun (GycTep 03H), ekapaT we Bu ypeaoMu.

Kak ce mpujiara BakCHHaTa
. Infanrix hexa ce npuara mox gopmMara Ha MyCKYJTHA WHXKEKLHS.
. BakcnHaTa He TpaOBa HUKOra Jia ce npuiara B KPbBOHOCEH CbJl MM B KOXKATa.

Axo gereto Bu nponycHe g03a

o Ako JereTo Bu nporycHe f03a, KOATO € TIaHMpaHa, ¢ BaXKHO Jia Io 3aBe/IETe OTHOBO NPH
nexaps.
. YBepere ce, e Bauero aeTe € 3aBbLPIIMI0 MbIHAS BAKCHHAIMOHEH KyPC. AKko He e,

Bameto gere MoXe Ja He OnJ1e HANTLJHO 3aIUTEHO Cpelly T3 3aGoaaBaHu4.

4. Bb3MOKHH HeKeJIAHH peaKHHH

KakTo BCcHYKM NeKapCTBa, Ta3l BaKCHHaA MoOXe JIa IpeAN3BrKa HEXKETaHN peakiuy, BBIIPEKH 4€ HE
BCEKH T'H [ToJTyvYaBa. CneIHUTE HEXeNaHu peakIiu Morar Aa ce HabmrogaBat pw Ta3u BaKCHHaA:

AJleprudHH peakiuu
Ako BaeTo ieTe UMa aleprivHa peakuus, ce 00bpHeTe HeszabaBHO kM Baruus nexap. [pusHaunte
MOraT Jia BKIIOYBAT: .
. 0GpHBH, KONTO MOJKe Aa ObaT cbpbsiuy 1K ¢ oGpasyBaHe Ha MeXypu
U NoJyBaHe Ha KJIena4iTe Ha O4UTe U JIULETO
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. 3aTpyAHEHUs B JUIIAHETO WIIH NPErTbIIAHETO

. BHe3allHO TIOHMKaBaHe Ha KpbBHOTO HaNATaHe ¥ 3ary0ba Ha Ch3HaHME.

Te3n npu3HalM OGUKHOBEHO 3aMl04BAT MHOTO CKOPO CJIEAl IPANOKEHHETO HA BaKCUHATA. O6bpHeTe ce
KBM JieKap He3a6aBHO, aKo Te HaCTBIIAT CJIe/l HAMyCKAHETOo Ha JICKapekus KaOuHeT.

Oﬁ'preTe ce KbM JIeKap He3a0aBHO, AKO0 Bamero fere MMa HAKOA OT CI¢IHHTE CEPHOIHHU
HexeJaHH peakuHuu:

L4 Konanc
L4 nepuoay Ha 331"}’63 Ha Cbhb3HaHUE UJN 3ary6a Ha YyBCTBUTEITHOCT
L] npumnagbpuy — TOBa MOXKE Ja ce CIy4H, Korato uMa Tpecka

Te3u HeXeNanH PeakLy ca HACTBNBaIM MHOTO paznko npy Infanrix hexa, kakTo 1 MpH ApYrH BAKCHHHA
cpenty Marapelka kamnuua. Te 0GMKHOBEHO HACTBITBAT B pAMKHTE Ha 2 10 3 IHW cie BaKCUHALMA.

Jlpyru HexkelaHU PeakIHH BKIOYBAT:

MHoro0 4ecTH (MOTaT Jia ce NoABST Mpy MoBede oT 1 Ha 10 1031 BAKCWHA): YMOpa, 3aryba Ha aneTur,
BMCOKa TeMrepatypa - 38°C Wi mo-BHcoKa, ToAyBane, 60ilka, 3a1epBiBaHe Ha MACTOTO Ha
WHXEKTUpaHe, HeoOMYaeH Tyiay, pasApasHUTEHOCT HITH ©e3MoKofCTBO.

Yecrtu (Morar ja ce mosiBaT rpu 1o 1 Ha 10 go3u BakcHMHa): qUapHs, NOBpbIlaHe, NOBUIICHA
temneparypa Haj 39,5°C, mogyBaHe no-roJsIMO OT 5 cm Wiy TBBp/a Oydka Ha MACTOTO Ha
MHXXCKTHpaHe, OXyBaHe Mo-roNsMOo OT 5 ¢m MK TBbpAa fyuka Ha MACTOTO Ha MHXXEKTHPAHE,
HepBHOCT.

Heuectn (MoraT Ja ce NosiBsT 1pu jio 1 Ha 100 no3u BaKCcWHA): MHGEKIHS Ha TOPHUTE ANXATENHA
TBTHIA, CHHIMBOCT, KALLTMLA, OGLIMPHO MOyBaHe Ha KpaHHHUKa, B KOHTO € HarnpaBeHa HHXEKIUATA.

Pexku (Morat Aa ce nossat npu 1o 1 #a 1 000 go3un BaKCyHa): GPOHXHUT, 0GPUB, NIOAYTH NTUMHA
BB3JIM Ha MIAATA, OAMHLIHAIATA WK clabuHuTe (TMMbaneHoNaTHs), KbpPBEHE Wil TMOJTyqaBaHe Ha
CHHUHM TIO-IECHO OT HOPMAIHO (TPOMOOLMTONEHHST), TPH MHOTO HEJLOHOCEHH 6ebeTa (BbB MIIH
mpenu 28-Ma recTaUMOHHA CeMHLA) 32 2-3 JIHW ciiel BAKCHHALMATA MOXKe JIa IMa NMO-TOJIEMH Tay3u
MeX/y BAMIIBAHUATA, BPEMEHHO CIIMPaHEe Ha ANLIAHETO (anHes), MOAYBaHe HA IULETO, YCTHUTE,
yCTaTa, €3UKa WM IBPIIOTO, KOSTO MOXKeE 13 3aTPY AHH MPETTBIIAHETO NITH JVIIAHETO (HTHOENIEM),
TOJlyBaHe Ha LeINA HHKEKTUPAH KpalHUK, MEXypUeTa.

MHoro peaxu (Morar Ja ce nossar npu 1o 1 Ha 10 000 1031 BakcuHa): Chp6ex (AepMaTHT)
OnuT ¢ XemaTuT B BakcnHa

B M3KITIOUHMTETHO PEIKH CIyyan ca ChoGIaBany CleHUTE HeXeNnaHu peakUuh Npu NpUNoKEHHE Ha
XemaTuT B BakcHHa: Mapaiysa, CKOBAHOCT WM ciabocT Ha phLeTe M Kpakata ("eBponaTus),
BB3NAIEHNE Ha HAKOM HEPBU, Bb3MOXKHO C MpaByIKaHHs UITH 3ary0a Ha 4yBCTBHUTEJIHOCT, MIIH
HOpMAJIHHA ABWKEHH (CHHIPOM Ha [unen-Bape), noxyBane WK HHGEKIHA HA MO3bKA
(enuedanonarys, eHuedanur), vHEKUMs Ha MO3BYHNTE OOBUBKH (MEHUHTHUT).

He e ycTanoBeHa IPUUNHHO-CIIE/ICTBEHA Bpb3ka C BakCHHATA.

TIpn npusiokeHne Ha XemaTuT B Bakcunu ce choOTIaBa 3a No-JiecHa MNoSBa Ha KbPBEHE UIH
KpbBOHACAaHe (CHHUHA) OT o6m4aiHoTO (TPOMOOLIUTOTIEHUS).

CroOuiaBaHe Ha HeKEJTaHM peaKUMH

Axko Bamierto fete Moydn HAKAKBY HEXeNlaH! IeKapCTBEHN Peakiiiil,yBCIOMETE Baus jekap uim
dapmarierT. ToBa BKITHOYBA BCUHKY BB3MOXHH, HEOTIMCAHU B Tasn €aKINH.
MoxeTe CBIHO Aa ChoDIINTE HeXeNlaHu peakiu AUPEKTHO 1pe3
e o . Kato cpobuiasaTe HexelaHW peakildy, MOXKETe J1a AaJleTe
CcBOs TIPMHOC 3a TIOyYaBaHe Ha 1oBeve MHGMOPMALNsS OTHOCHO 6€30M1acHOCTTa Ha TOBA JIEKapCTBO.
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5. Kak na cexpansasare Infanrix hexa

o CoxpaHsBaiiTe Ta3u BaKCHHA Ha MACTO, HEJIOCTBITHO 3a Aeua.

He u3nosn3BaiiTe Ta3W BaKCHHA Clle]] CpOKa Ha TOIHOCT, 0TOENA3aH BbPXy KapToHeHaTa
onakoska. CpOKbT Ha FOJHOCT OTroBaps Ha MOCNEAHUsS AeH OT NOCOUYeHUA Mecell.

Ja ce cbxpansBa B XnaguiHik (2°C - 8°C).

Ila ce cvxpaHsBa B OpUTHHAJIHATA ONIAKOBKA, 3a [1a ce MpeAnasy OT CBETIIMHA.

Jla He ce 3aMpassBa. 3aMpa3saBaHETO pa3pyliaBa BAKCHHATA.

He u3xBbprsiite nekapcTBaTa B KaHAIM3aUMATA WK B KOHTEHHEpPA 33 IOMALIHY OTNAAbLUM.
[Monuraiite Bamus dapMaiest kak Ja U3XBBPIATE JlekapcTaTa, KOMTO AeTeTo By Beue He
n3nonsBa. Te3n MepKH Lile CIIOMOTHAT 3a OMNa3BaHe Ha OKOJHaTa cpefa.

6. Cumpmanue HA OIIAKOBKATa H AONNLJIHHUTC/IHA mubopmauml

Kakso epaspxka Infanrix hexa

AKTHBHHTE BELUECTBA Ca:
Judrepuen Tokcoun (Diphtheria toxoza’) He no-Manko oT 30 MexayHaponsu exuuuiy (1U)

Terannuen Tokcoun (Tetanus toxozd) He no-Manko ot 40 MexayHaporuu eanauiy (1U)
Anturenu Ha Bordetella pertussis
Kokmowen Tokcons (Pertussis toxoid)' 25 mukporpaMa
dumaMeHTO3eH xeMarnymva (Filamentous Haemagglutinin)' 25 mukporpama
ITeprakTiH (Pertactin)’ 8 Mukporpama
TMToBBEPXHOCTEH BHTHI'EH Ha Bnpyca Ha xeriatnt B
(Hepatitis B surface anttgen) 10 mMukporpama
TMomosupyc (Poliovirus) (nHaKTanpaH)
v | (am Mahoney) 40 D-aHTUreHHH eAHULY
in 2 (iaM MEF- 1) 8 D-aHTUreHHW € AUHULIMA
un 3 (mnaM Saukett) 4 32 D-aHTUTeHHH eAMHULIN
TTonusaxapun ua Haemophilus influenzae tun b 10 mukporpama

(nonmupubosunpuburondocdar) (polyribosylribitol phosphate)
KOHIOTHPAH C TeTAHWYEH TOKCOMJ KaTo MPOTEHHOB

HOCHUTE npubNU3NTENIHO 25 MUKporpaMa
'ancop6upan Bbpxy anymunues xuapokcua (Al(OH)s) 0,5 Munurpama AP
nMpou3BelieH B APOKICBH KIETKU (Saccharomyces cerevisiae) 1pe3 pexombunanTHa JJHK
TEXHOJIOTUS

3ancopbupan Bepxy anrymunues pocdat (AIPO,) 0,32 muurpama Al**

*pasmuoxenn BpB VERO KieTky

IpyruTe ¢bCTaBKH ca:

Hib mpax: nakro3a, 6e3s0/1Ha

DTPa-HBV-IPV cycnensus: narpuer xiaopus (NaCl), cpena 199, cpabpikaina npeJuMHo
AMWHOKWCENIMHH, MHUHEPAITHH COJH, BUTAMUHH ¥ BOJIA 38 UHKEKIUH

Kaxk waraexna Infanrix hexa # kakBo ¢bAbpP:Ka 0MMaKOBKATA

. Jndrepus, TeTanyc, Ge3kneThUEH KOKMIOW, XeNaTUT B 1 HHaKTUBUPaH MOTHOMUENUT (DTPa-
HBV-IPV) cheraBkara e 0s1a, MJIEKONOA00HA TEYHOCT B NIPE/IBAPUTETHO HAMBJIHEHA
cnpuHLoBka (0,5 ml).

. Hib cbeTaBkara e 651 mpax B CTbKIIEH (IIaKOH.
JIBeTe CHCTABKHU Ce CMECBAT TOYHO TPeH MOCTABIHETO Ha BakCHHaTa Ha Bawero jete.
[TonyyeHara cMec e Osn1a, MieKONoR06Ha TEYHOCT.
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. Infanrix hexa ce npeanara B onakosky ot o 1, 10, 20 1 50 cnpuHLOBKK ¢ Unu Ge3 Uriy, 1 B
rpyroBa oNakoBKa OT 5 OTAaKOBKH, Besika Chabpxkaia 10 ¢rakona u 10 npexsaputento
HanbIHEH! CTPUHUOBKH, 6€3 Nrmu.

. He BcUYKH BUOBE OTIaKOBKM MoraT Ja 6bIaT mycHaTH B Nipofaxda.

TpuTexkaTe Ha paspellieHHETO 32 YOTpeGa i NPOU3BOAHTEN

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

B-1330 Rixensart

benrus

3a ZOMbIHNTETHA UH(OPMALIMS OTHOCHO TO3M JIEKAPCTBEH POAYKT, MOJIs CBBPXKETE CE C JIOKANHUA
Tpe/ICTABATEN Ha TIPUTEeXATENs Ha Pa3pellleHHeTo 3a yroTpeba: :

Belgié/Belgique/Belgien Lietuva

GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Lietuva UAB

Tél/Tel: +32 10 8552 00 Tel. +370 5 264 90 00
info.lt@gsk.com

Brarapus Luxembourg/Luxemburg

I'nakcoCumutKiaitn EOOJ] GlaxoSmithKline Pharmaceuticals s.a./n.v.

Ten. +359 2953 10 34 Tél/Tel: +32 10 85 52 00

Ceska republika Magyarorszag

GlaxoSmithKline s.r.o. GlaxoSmithKline Kft.

Tel: +4202220011 11 Tel.: + 36-1-2255300

cz.info@gsk.com

Danmark Malta

GlaxoSmithKline Pharma A/S . GlaxoSmithKline (Malta) Ltd

TIf: +45363591 00 Tel: + 356 21 238131

dk-info@gsk.com '

Deutschland " Nederland

GlaxoSmithKline GmbH & Co. KG GlaxoSmithKline BV

Tel: + 49 (0)89 360448701 Tel: + 31 (0)30 69 38 100

produkt.info@gsk.com nlinfo@gsk.com

Eesti Norge

GlaxoSmithKline Eesti OU GlaxoSmithKline AS

Tel: +372 667 6900 TIf: + 47 22 70 20 00

estonia@gsk.com firmapost@gsk.no

E)LGda ’ Osterreich

GlaxoSmithKline A.E.B.E. GlaxoSmithKline Pharma GmbH.

TnA: + 30210 68 82 100 ) Tel: +43 1970 75-0
at.info@gsk.com

Espaiia Polska

GlaxoSmithKline, S.A. . GSK Services Sp. z.0.0.

Tel: + 34 902 202 700 Tel.: + 48 (22) 576 9000

es-ci@gsk.com

France Portugal

Laboratoire GlaxoSmithKline Smith Kline & French Portuguesa, Produtos

Tél: +33(0) 1391784 44 Farmacéuticos, Lda.
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diam@gsk.com

Hrvatska
GlaxoSmithKline d.o.o.
Tel.: + 385 (0)1 6051999

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: + 353 (0)1 495 5000

Island
Vistor hf.
Simi: +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel:+39 04 59 21 81 11

Kvnpog

GlaxoSmithKline (Cyprus) Ltd
TnA: +357 2239 70 00
gskcyprus@gsk.com

Latvija

GlaxoSmithKline Latvia SIA
Tel: +371 67312687
Iv-epasts@gsk.com

Tel: +35121 4129500
FL.PT@gsk.com

Romainia
GlaxoSmithKline (GSK) SRL
Tel: +40 (0)21 3028 208

Slovenija
GlaxoSmithKline d.o.0.
Tel: + 386 (0) 1280 25 00
medical.x.si@gsk.com

Slovenska republika
GlaxoSmithKline Slovakia s.r.o.
Tel: +421(0)24826 11 11
recepcia.sk@gsk.com

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 10 30 30 30

- Finland.tuoteinfo@gsk.com

Sverige
GlaxoSmithKline AB
Tel: + 46 (0) 8 638 93 00
info.produkt@gsk.com

United Kingdom
GlaxoSmithKline UK

Tel: +44 (0)800 221 441
customercontactuk@gsk.com

,Z[aTa Ha MOCJICXHO MpepasriexiaHe Ha JUCTOBKATA

Jpyra u3To9HMIM HAa HHGopMaNus

TToxpo6Ha nH@opMauKs 3a TOBA JIEKapcTBO € NpeJocTaBeHa Ha yebcaiita Ha EporneiickaTa areHIus
no nekapcTaara: http://www.ema.europa.eu/.

Tasu nucToBKa € HannyHa Ha Bcuuky e3niy Ha EC/EUIT na yebceaiita Ha EBponeiickara areHiuus no
nekapcTBaTa.

IocouenaTa no-goJjay nml)opmauuﬂ € mpeAHa3Ha4Y¢Ha ¢caMO 32 MeAMIHHCKH CTNICHHAJIHCTH.

TTo BpeMe Ha chXpaHeHUe B TIPEABAPUTENHO HAITbIHEHATa CIPUHIIOBKA, chabpxkamma DTPa-HBV-IPV
CycneH3us, MoraT Ja ce HabmoaBar Guctpa TeuHocT U Gsna yraiika. ToBa e HopmalHo Ja ce
Habmogasa.

anﬂBapPITCJIHO HarrbJIHEHATa CITPUHIIOBKA TpHGBa Ja c€ pa3kjiaTu 1106pe J0 TIoJTy4aBaHE Ha
XOMOTr'eHHa MbTHa Osina CYCIICH3Ms.

PecycneHaupaHeTo Ha BaKCHHATa ce M3BBPLIBA Upe3 MpUOaBiHE Ha LAIOTO ChAbPKaHUE HA
TpeABAPHUTEINHO HAMTbJIHEHATa CTIPHHIIOBKA KBM (hakoHa, Chabpikall mpaxa. [Ipenu npunoxenne
cMecTa TpabBa Jia ce pa3knary 1o6pe 0 MBIHOTO pasTRapsAHe Ha mpaxa.
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PecycneﬂnnpaHaTa BaKCHHA M3rjexaa Kato MaJIko rno-MbTHaA CycneH3usd B CpaBHEHHUE C T€YHATa
CHhCTABKA CaMOCTOATEITHO. Tosa e HOpMaJTHO Ja ce Habmoasa.

CycneﬂzmTa Tpﬂ6Ba Jia ce TIperiefa BUsyalHo Mpeau U cliel pecyCrnieHAnpaHe 3a HaTn4ue Ha 9yXKIH
YacTHULH wnnm IPOMEHEH BbHLICH Buj. B cnyqaiz’l, ye ce HaOM0JaBaT TakuBa, U3XBbLPIICTE BaKCHHaTa.

TpenBapuTeNHO HAMBJHEHATA CTIPUHLIOBKA MOXE f1a Ce NOCTaBs C HaKpalHUK TUII Jiyep ¢ KEpaMMYHO
rokpuTHe (ceramic coated treatment, CCT) unu ¢ aganTop TUI Ayep NOK C Kanaika Ha HakpaitHUKa OT
TBbpAA MacT™aca (plastic rigid tip cap, PRTC).

o  VKasanusa 3a npunodcenue Ha NPeosapumenHo HaAnvIHeHama CRPUHUO6KA, aKo ce
docmaes ¢ adanmop mun ayep 1ok ¢ PRTC

Uraa TMpennasuten Ka
vvvvv urnara

CupHHIOBKA

Byrano Ha
CTPUHLOBKATA

Tsano na
CIPUHHIIOBKATA

Kanauka Ha
CTPUHLOBKATA

1. Karto JbpXuUTE THN0TO Ha CIpMHIOBKaTa C eJlHaTa pbKa (PI u30Areare Ja AbpXKUTE 6yTaJ'IOTO Ha
CHpHHIIOBKaTa), pa3Bm‘«iTe Karaykara Ha cTIpyHLOBKaTa, KaTo g 3aBbPTUTE 110 MTOCOKa 06paTHa Ha
YyacOBHMKOBATa CTpEJIKA.

2. 3a jaa npUKpenuTe BrnaTta KbM CIIpUHLOBKATA, 3aBbpTETE UrilaTa BbPXY CNIpHHLIOBKATA 10 NMocoKa
Ha YaCOBHHMKOBATa CTpeJIKa, AOKATO YCETHUTE, Y€ C€ 33aTETrHE (BH)KTC pHCYHKaTa).

3. Cpanerte npeanasuteiasd Ha urjara, KOUTO MOHAKOra MOXe Ja € MaJIKO MJIbTHO CTErHaT.

4. PecycreHanpaiiTe BAKCHHATA, KAKTO € OMMCAHO MO-TOpe.

Heunsnon3BanuaT JEKapCTBEH MPOAYKT WM OTHAILYHUTE MaTepualy OT HETO Tpﬂ6Ba Ja ce U3XBbPIAT
B CHOTBETCTBHE ¢ MECTHUTE N3UCKBAHUA.
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NPUWIOXKEHHE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA




1. HUME HA JEKAPCTBEHUS TPOAYKT
M-M-RVAXPRO npax u pasTBOPUTEJT 38 HHXXEKUNOHHA CYCTICH3UA

BakciHa cpelry MopOuiy, mapoTut u pyGeona (xusa)
(Measles, mumps and rubella vaccine (live))

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Cren pasTBapsHe, efHa j03a (0,5 ml) cbabpxa:

Bupyc ra mop6umi' mam Enders” Edmonston (swB, aTeHtoMpan) He Mo-MaJiko 0T
1x10° CCIDso*

Bupyc Ha napotut' wam Jeryl Lynn™ [Level B] (xuB, aTeHIOUpaH) He NI0-MaJIKo OT
12,5%10° CCIDso*

Bupyc Ha py6eona’ mam Wistar RA 27/3 (xuB, aTeHONpaH) He TO-MaJIko OT
1x10* CCIDso*

*50 % uHdeKko3Ha 1034 33 KIEeTb4Ha KyJITypa

' npomsBeneHa BbPXy KIETKU OT MUIEWKN eMOPHOHH.
? npow3BeeHa BepXy WI-38 40BELIKH AUTIIOUARH Genompobuu ¢ubpobdnacTy.

BakcuHaTa MoXe 1a ChAbpa CIIeI OT peKOMOMHAHTEeH HOBELIKH an6ymuH (tHA). Tasu BakcnHa
ChABPXKA CIIEAOBH KONMUECTBA HEOMULIMH. BinkTe ToUKa 4.3.

TToMOLIHY BELIECTBA C N3BECTHO JIENCTBHE!

BakcuHarta chaspxa 14,5 mg copburon. Bixre Touka 4.4.

3a TLAHMS CONCHK Ha TIOMOIIHMTE BELIeCTBa BUKTE TQUKa 6.1.

3. JEKAPCTBEHA ®OPMA

[Tpax ¥ pa3TBOPUTEN 3@ MHKEKIHOHHA CYCTICH3HS.

Tpean pasTBapsHe MPaxbT € CBETIIONBITA KOMIIAKTHA KPUCTANOBH/IHA Maca, a pasTBOPUTENIAT ¢
Guctpa, be3uBeTHA TEYHOCT.

4. KJIMHUYHHA JAHHHA

4.1 TepaneBTHUHH NOKA3AHUSA

M-M-RVAXPRO e noka3aH 3a BaKCHHUpaHE eHOBPEMEHHO cpelly MOpOHIIH, TapOTUT 1 pyGeona
Npu JIULA Ha BB3PACT Ha M Haj 12 Meceua (BX. Touka 4.2).

M-M-RVAXPRO Moxe 7a ce npunara np1 KbpmaueTa ro-rojleMu 0T 9 Mecella npu crieuyant
obcTosTenctea (BX. Toukn 4.2, 4.4 1 5.1).

3a u3noN3BaHe TIPH B3PUB Ha MOPOHIIN WITH BAKCHHUPAHE Ha KOHTAKTHH JINLA, MITH 32 U3TO3BAHE TIPH
HeBaKCHHMPAHH TIpeI TOBA THLA Ha BB3PACT MO-TOIeMH OT 9 MECela, KOUTO Ca KOHTAKTHH C
BH3NPUEMINBY BPEMEHHN XKEHN U XOPa, KOUTO WMa BEPOATHOCT J1a €a TIO/IaTIMBH Ha 3apasiBane ¢
napoTut u pybeona, (Bx. ToYka 5.1).

M-M-RVAXPRO creqBa fia ce W3Nol3Ba B CbOTBETCTBIE C OQUIHATHATE MPETIOPBKH.




4.2 Jlo3upoBKa 1 HAYMH HA NPUICKEHHE

E03I/IQOBK3

JInia Ha BB3pacT 12 Mecella WM [10-TONEMH:

JIuna Ha 12 Mecela Uiy no-rofeMy TpA6Ba a nojyyar eaHa 103a Ha ONpeAc/icHa fata. BTopa nosa
MO3Ke J1a ce TIPWJIOXKH Hali-Manko 4 ceAMHIN crejl TTbpBaTa 1033 B ChOTBETCTBHC ¢ opuumanHuTe
npenopbky. Bropara n103a € 3a MMLa, KOUTO NO HAKakBa TNpUYKHa He ca OTFOBOPHIIN Ha NIbpBaTa 103a.

KbpMaueTa Ha Bb3pacT Mexcay 9 u 12 mecena:

JlanHuTE 32 KMYHOTEHHOCT U Ge30I1acHOCT MOKa3Bar, ge M-M-RVAXPRO Moxe z1a ce nipunara rnpu
KbpMadeTa Ha Bb3pacT Mexy 9 u 12 Mecea B CbOTBETCTBHE C obUUHATHHATE NPENOPBKU UITH KOTaTo
PaHHOTO Tipe/iNa3BaHe ce CMATa 3 HEOGXOMMMO (Hamp. B IETCKA JIOM, MPY eNHAEMUHHH CUTyaluu
WV 'BTYBaHus B PETHOHM € WIMPOKO pasnpoCTpaHeHWe Ha MopGunu). Takusa KbpMaueTa TpsAOBa fa
6bJaT peBakcHHMpaHu cnen 12 mo 15 meceua. Tpabsa 1a ce 0OMUCIM MPUITOKEHNE HA IOTbIHUTENHA
11033 BAKCHHa, ChAbpXKallla MOpOU/IHA KOMIIOHEHTA, B ChOTBETCTBHE C o¢uUUaTHATE TIPENOPBKH (BX.
Touku 4.4 1 5.1).

Kbpmayera Ha BR3pAcT noj 9 Mecena
Hsma naHHM 3a epUKAacHOCTTa ¥ He30MacHOCTTa Ha M-M-RVAXPRO 3a ynortpebata npu aeta Ha

Bb3pacT oA 9 mecena.

Hauun Ha NpUnoXKeHUe

BakcHHaTa CleBa JIa Ce MHKEKTUPa MyCKYIHO (i.11.) MK MOIKOXKHO (8.C.).

Hpennoqmaﬂme MecTa 3a VHXCKTHpAHE Ca NpeaHo-JaTepajtHaTa 4JacT Ha 6enp0T0 TIpH TTO-MAJIKHTE
Jena v aenTouHaTa obnact npu ro-rofemMu acna, IOHOIIH Y BB3PaCcTHH.

BakcuHara TpH6Ba Ja ce MPHJI0oXKHU TTOJKOXKHO NTPH MaunueHTu € Tp0M601.lI/ITOH€H1’I$[ WK ApYyro
HapyLIeHNE Ha Koaryjauusra.

3a npeANa3Hu MEPKH, KOWTO TPi0Ba 1a GhAAT B3eTH NP/ PaboTa ¢ WM MPUIIOKEHHUE Ha
NleKapCTBEHHs TIPOMYKT, 1 3 YKa3aHKs OTHOCHO pa3TBapAHETO Ha JIEKapCTBEeHMA NPOAYKT Mpeaut
TIpUIIOXKEHHE BIDKTE TOUKA 6.6.

JIA HE CE MTH)KEKTHPA B’bTPEC’BIlOBO.

4.3 TIIpoTrupomoxazaHus

AHaMHECTUYHHN JAHHHM 3a CBPbXUyBCTBUTENHOCT KbM BaKCHHA CPELLY MopOuiu, NapoTHT WK
pyBeona, Wi HAKOE OT IOMOLIHNTE BEIIECTBA, BKIFOHNTENHO HEOMHLIH (Bx. Toukn 2, 4.4 n 6.1).

BpeMennoct. OcBeH ToBa 1 Mecen cliell AIMyHH3auusTa Tps6Ba 1a ce u3bsTBa 3a0peMensBaHe (BX.
Touka 4.6).

BakcunupaseTo TpA0Ba Jia ce OTJIONKHU NpU 3aGonsBaHe, NPOTHYALLO ¢ TeMmeparypa > 38,5°C.

AKTHBHa HeneKyBaHa TyOepkynosa. Jleua, mpoBex/aliM JeYeHue 3a TyGepkyno3a, He oKa3Bar
oGocTpsHe Ha 3a60MIBAHETO NIPH MMYHU3ALKA € KUBa BaKCHHA Cpelty mop6umu. Jlo MOMEHTa HAMa
choOIIeHNs OT MPOYYBaHKS 3a epekTa Ha BAKCHHUTE CPELLy MOpOUITH TIPH Jlelia ¢ HENEKyBaHa
TyOepKyo3a.

Kp’bBHH JUCKpa3uu, JJIEBKEMUA, .IIHM(bOM OT BCAKAKBB BUJ UITH APYTH 3JI0KaYECTBEHH HeorlJ1a3MH,
3acAraiy XxeMonoeTuIHaTa u J'II/IMCI)Ha CHUCTCMH.




TTpoBex/alio ce MMyHOCYTIPECHBHO JICUeHHE (BKITIOUMTENHO BUCOKH J03U KOPTHKOCTEPOMIN).
M-M-RVAXPRO He € NpoTHBONOKa3aHa MpH JKLa, KOUTO NMOJy4aBar JOKATHO Ui B HHUCKa 11032
TapeHTEPANHO KOPTUKOCTEPONIH (Hanp. 33 npoduIaKTHKA Ha aCTMa WIIN 3aMECTBAILO TIeUeHAE).

TexxbK XyMOpalieH WK KIeTbUYeH (ITbpBUIEH WIHN NIpUA0GHUT) HMYHEH JIeULINT, HATP. TEXBK
KOMOWHUpaH UMYHEH aeguuuT, araMarao0yMHEMAs UK CIIUH, unu cumntoMatysa HIV
WHOEKIUA WK BB3pacToBO crienumyen mpoueHt CD4+ T-mMm@olmTH NpH feua nox 12-MeceqHa
ph3pacT: CD4+ <25%; nena Mexay 12 u 35-Meceuna Bb3pact: CD4+ <20%; neua mexay 36 u
59-meceqna Bb3pacT: CD4+ <15% (BX. ToUKa 4.4).

TTpH TexKO MMyHOKOMITPOMETHPAHU LA, BAKCHHUPAHH M0 HEBHUMAHNE BaKCHHa, ChIbpKala
MOpOHITHA KOMIIOHEHTa, UMa ChOOIICHHS 32 eHuedaTiT ¢ BKIIOYBaHEe Ha MOPOUITHH Tea,
ITHEBMOHMUT 1 JIETAlieH W3XO0J, KaTo MPAKO CNIEICTBAE OT ANCEMUHMPAHETO Ha BAKCHHATHUA MopOHneH

BUPYC.

damunHa aHaMHe3a 3a BpOJAEH Wi HaclaeaCcTBCH UMYHCH ):[eqmum, OCBEH aKO HE € HAIMIIC UMYHHa
KOMIIETEHTHOCT Ha NOTECHIMAIHUA KaHANAAT 3a BakCHMHHpaHE.

4.4 CneunajHu NpeIyNpekAeHHs U MpeanasHn MEPKH NpH ynorpe6a

Kaxto Npn BCHYKHA MHXKEKLMOHHY BaKCHHU, BUHATH CIIEABa J1a ce pasronara ¢ MOAXOAALLO
MeKaMeHTO3HO JledeHue B ClIydail Ha pe/Iki aHahuIakTHIHH peakiun ciel Tpuiarase Ha
BakcuHaTa (BX. Touka 4.8). ’

Bb3pacTHH U FOHOLIM C aHAMHE3a 32 aNepriyt NOTECHUUAHO MoOrarT 1a Ob/IaT U3JI0XKEHN Ha MOBUILICH
pVICK OT aHaQUIAKCHsA UM aHadMITAKTONIHY PeakIuH. Criel BaKCMHUpaHe ce TIPENopBYBa CTPUKTHO
MpocNesBaHe 33 PaHHU NPU3HALM Ha TaKNBa PeaKLny.

Thil KaTO KMBATA BAKCHHA CPely MOPORIN 1 JKNBaTa BaKCHHA CpEIILy TTAPOTUT Ce TIPOU3BEXAAT
BBPXY KJIETBUHa KyJITYpa OT MUNEWKH eMGPHOHH, Xopa ¢ aHAMHECTHYHH JIaHHH 32 aHa(MIaKTUYHa,
aHaMIAKTOMHA WIIK JAPYTH GBP3Y1 peakuyu IpH KOHCyMUpaHe Ha stitia (sanp., KOTPUBHA TPECKA,
OTOK Ha yCTaTa i bPJIOoTo, TPYAHO JULIaHe, XUTOTEH3NA Wi 1I0K), MOTaT Jia 6BAaT ¢ MOBULIEH PHCK
110 OTHOLIEHNE Pa3BUTHE Ha peaKilvK Ha MOBAIIEHA Yy BCTBUTEIHOCT OT 6bp3 Tumn. [Ipu nogo6HN
ciytan, TIpe/u Jia ce MpenpreMe BaKCHRMpaKe, Clie/isa BHUMATEITHO J1a ¢e TpeleH! ChOTHOLIIEHHETO
pHUCK-TION3A.

CrenBa ja ce o6phila HeoOX0IMMOTO BHIMaHNe NpH Mpuiarase Ha M-M-RVAXPRO na xopa ¢
NnMyAa WM GaMUITHA aHaMHe3a 3a MbPUoBe, ITM aHAMHE3 38 MO3bHHA TpaBMa. Jlexapure cneziga ja
3HANT, Ye cilejl BAKCHHUpaHe MOXe Jia Ce MOBKIIH TelleCHaTa TeMnepatypa (Bx. Touka 4.8).

BB3MOXKHO € KbpMadeTa Ha Bb3pacT oT 9 110 12 Mecena, BAKCMHUPAHH ¢ BaKCHHA, ChAbpXalla
MopOulIHa KOMIIOHEHTA NIPH B3pHUB OT MOPOUIH WITH 10 IPYTH NIPHYHHH, 12 HE OTFOBOPAT Ha
BaKCHHATA MOPaJM HAIMYHETO Ha LINPKYNIWpALIN aHTUTENA, MPOU3XOXKAAIM OT Maifkara u/mnm
HE3peNocT Ha UMYHHATa CUCTEMa (Bx. Toukn 4.2 n 5.1).

Bakcunara cbabpXxa 14,5 mg COPGI/ITOH KaTO NOMOMIHO BECLIECTBO. TTauueHTH ¢ peaku HacJIeACTBEHHU
HpOGJ’ICMVI Ha HEMOHOCUMOCT KbM (bpyKTOSB HE Tpﬂ6Ba Ja rpuemMar Tasu BaKCHHaA.

TpoMGoLUTONIEHUS .
Tasu BakcHA TpAOBa Ja ce TIPUIIOKH ITOAKOKHO TIPH NI € TPOMGOLHTONEHUS HITH APYTO

HapylIeHHe Ha KoaryJIauusTa, 3aoTo MOXe J1a ce TIoABHI KbpBEHE Clle]] UHTPaMy CKYITHO NPUIIoXeHNe
TIpW TakMBa JTMia. JIuua ¢ ycTaHoBeHa TPOMOOLUTONEHNSA MOraT J1a pa3BUAT OLUE MO-TEXKA
TPOMGOLMTOTIEHHA ClIe]l BAKCHHUPAHE. OcBeH TOBa, Te3W, KOUTO €a TOTyYHITH TPOMOOLMTONEHNS P
TbpBaTa 1033 M-M-RVAXPRO (unu HeHHHUTE KOMITOHEHTHH BaKCHHW), MOTaT Jla pa3BuAT
TPOMGOUMTOTIEHHS TIPH TOBTOPHO BakCUHUPAHE. Moske J1a ce HarpaBy OUEHKA Ha CEpONTOrHiHUS
CcTaTyc, 3a JIa ce yCTaHOBH Jaiu ca HEeoOXO/MMY TOTBTHUTENHO 1031 BakcuHa. [Tpu rnogo0HY ciTydau,




TpeI J1a ce peATpHeMe BaKCHHMpAHE, Cle/Ba BHUMATETHO J1a Ce MPENeHH ChOTHOMICHHETO PHCk-
nonsa (Bx. Touka 4.8). ’

Opyru

Mosxe 1a ce 06CHAM BAKCHHUPaHe TPH NALMEHTH C OTPEIeNeH! UMyHHI AeUUMTH, aKo nonsara
NpeBb3X0%/1a pUcKa (MAUMEeHTH ¢ aCHMIITOMATHYHa HIV-undekuus, aepuuut Ha IgG nozkac,
BpOJicHa HEYTPOTICHUA, XpPOHHYHA IPaHyIOMaTo3Ha GornecT ¥ KOMIIEMEHT-I1eGULNTHO 3a60IABaHe).

MIMyHOKOMITPOMETHpPAHH MalveHTH, 6e3 MPOTHBOTIOKA3aH!S 3@ TOBA BAKCHHUPAHE (BX. Touka 4.3.),
MOJKe J1a HAMAT TOJNKOBa H0GBP OTrOBOP, KONKOTO WMYHOKOMIIETEHTHUTE HALMEHTH; C/IC0BATEIHO B
crydaif Ha KOHTAKT, HAKOU OT Te3W MallieHTH MOXE Ja ce 3apasdT € Mop6uIH, TapoTHT Uik pybeona
BBIPEKH YMECTHO MPHUIOXKEHAaTa BakcuHa. Te3n MalueHTH Tps6Ba Ia GbaaT HabMoAaBaHK
BHUMATEJTHO 3a MPU3HALN Ha MOPGWITH, MapoTHT u pybeona.

Bakcunupanero ¢ M-M-RVAXPRO moxxe Aa He 10BeJie 10 NpeAnasBate Ha BCUKYM BakCUHUPAHN.

IIpenapaHe
[Tpu MoBeyeTO OT BH3NPHUEMYNBUTE JTNLIA CE HabJIo1aBa eKCKpeTHpaHe Ha Maki KONMYeCTBa KUB

aTeHIOMpaH pybeona BUPYC NPe3 HOca U I'bpiioTo 7 A0 28 aHu cnep BakcuHupaHe. HaMma notebpaeHn
JIaHHH, Ue TO3N BUPYC Ce TpeaBa Ha NMOJAT/IMBH Ha 3apasdBaHe JIMIa, KOUTO ¢a B KOHTaKT C
BakcuHMpaHuTe nuua. CnenoBarenHo, NpeaasaHe npu OnM3bK KOHTAKT, MaKap ¥ Bb3MOXHO
TEOpEeTHUHO, He Ce MPHEeMa 33 3HAYNM PHCK; B CBHIIOTO BPEME NMa JaHHU 32 TIpE/IaBate Ha
BakCHHaNHUs pyOeosieH BUpYC Ha KbpMayeTa ¢ KbpMaTa, 6e3 KIMHAYHY TPosBU Ha 3a0071ABaHeTo (BX.
Touka 4.6).

HsiMa chobIIeHus 32 npeiaBane Ha ro-ateHtonpanus Enders” Edmonston mam Ha MOpOUITHUR BUPYC

wm Ha Jeryl Lynn™ ama Ha NapoTUTHUS BUPYC OT BaKCMHUPaHH Ha NMOJATIIMBU HA 3apassBate
KOHTaKTHH.

TlosnusiBane Ha 1a6OPATOPHY TECTOBE: BIDKTE TOUKA 4.5.
4.5 BsaumojelicTBHe ¢ APYrH JeKapcTBeHH MPOAYKTH U ApYrH GopMH Ha B3aNMO/ieHCTBHE

HMyHorno6ynvH
Umynorno6ynun (1G) He ce npunara eHOBPEMEHHO ¢ M-M-RVAXPRO.

[Ipunaraseto Ha UMYHOTTIOOYJIMHI EXHOBPEMEHHO C M-M-RVAXPRO moxe ja monpeyu Ha
ouaKBaHuA HMYHEH 0TroBop. BakcnHupaneTo Tps6Ba Aa ce OTIIOXKH 3a MEPHOA HE NO-MAJIKO OT
3 Mecela clie]] peJIMBaHe Ha KPBB WITH TJIa3Ma, WM TIpHTaraHe Ha YOBEILIKH HMYHCH CEpyMeH
rnoOynuH.

[IpunaraHeTo Ha KPHBHA MPORYKTH, ChABLPKAIIM aHTHTENa Cpellly Mop6unu, napoTuT unu pybeona,
BKITIOUMTEITHO MMYHONTOGYIMHOBY TIpeTiapath, TpsbBsa fa ce n364arsa g0 | Mecel] ciel] pHjarane Ha
n03a M-M-RVAXPRO, ocBeH ako npuiaraHeTo UM ce€ NpeLeHH KaTo KpaifHo Heo6X0oauMO.

JlaGopaTropHi TeCTOBE

Ma chOGILEHNs, Te BAKCUHY ¢ XHBH aTeHIONPaHH MOPOUITHH, TAPOTUTHH U py6eonHu BUPYCH,
TIPHJaraHu TIOOTAENHO MOraT ia I0BeAaT 10 BPEMEHHO MOTHCKaHEe Ha TyOepKyIHHOBATA KOXHA
yyscTBATeNHOCT. [Topajy TOBa, ako e ce paBy TyGepKyJIMHOB TECT, TOBa TPA6Ba la cTaBa MpeJ,
110 BpeMe W 4 10 6 CeIMUIN Cllell BAKCUHUPAHETO ¢ M-M-RVAXPRO.

Usmoji3Bane ¢ JpYI¥ BAKCHHA

TToHacTosmEM HAMa MPOBeJEHY KOHKPETH! NPOYYBAHNs BbPXY €IHOBDEMEHHOTO MPUTAraHe Ha
M-M-RVAXPRO u apyru BakcuHH. B cbIoTo Bpeme, Thi KaTo M-M-RVAXPRO nma npodunyu Ha
6e30MacHOCT ¥ MMYHOTEHHOCT, IOJIOOHH Ha PEJMIIHYS CHCTaB Ha KOMOWHMpaHaTa BaKCHHa CPenty
Mop6¥mH, TapoTHT B pybeona, ponssenena or Merck & Co,, Inc., OMUTET ¢ Ta3l BaKCHHA MOXE Aa
ce UMa Tpe/IBIA.




TTy6nMKyBaHUTe KIMHUYHY JaHHH 2 B TIOAKPeNa Ha eAHOBPEMEHHOTO NpUiaraie Ha MpeAnIIHN
CBCTaB Ha BAKCHHATA CPelly MOPOWIIH, TapoTUT U pyGeorna, MponsBeiena oT Merck & Co., Inc. ¢
ApYyTH IETCKH BaKCHHU, B TOBA YACIIO DTaP (unu DTwWP), IPV (unn OPV), HIB (Haemophilus
influenzae Tan b), HIB-HBV (Haemophilus influenzae Tan b ¢ Hepatitis B Bakcuna), ¥ VAR
(varicella). M-M-RVAXPRO Tps6Ba fa ce npuiara ¢IHOBPEMEHHO Ha JPyro MACTO HA MEKEKTHPAHE,
VI eMH Mecell IPEIV WK clie]l IPHIIaraHeTo Ha JIpyra KUBa BUPYCHa BakCHHA.

B3 OCHOBA Ha K/IMHWYHH M3TTHTBAaHUS C YeTPHUBANEHTHA BaKCHHA CPely MOpGHIIH, TapoTHT,
py6eosna 1 BapuILeNia M C MPEJHIITHNIS ChCTaB Ha KOMOWHMpaHaTa BAKCHAA CPelly MOPOWIIA, MapoOTHT 1
pybeona npomnsseaena ot Merck & Co., Inc,, M-M-RVAXPRO Moxe na 6B/1e npunaraHa
eIHOBPEMEHHO (HO Ha ApYyro MACTO Ha MHXeKTHpaHe) ¢ Prevenar W/niii BakCHHa CpelLly XeMaTuT A.
TTpy Te3u KNHHMYHE U3IMUTBAHNS € I0Ka3aHO, Ye UMYHHUTE OTTOBOPH €A HEMPOMEHEHH, 1 HE obuure
npoduny Ha 6e30MacHOCT Ha TPUIIAraHUTe BAKCHHH Ca CXOIHH.

4.6 ®epTHIHTET, OPEMEHHOCT H KhPMEHE

BpemeHHOCT ,
BpemeHHy xeHH He TpAOBa 1a 6baT BaKCHHUPAHH ¢ M-M-RVAXPRO.

HsiMa npoyusanus ¢ M-M-RVAXPRO np1t GpeMeHHU KEeHH. He e u3sectHo ganu M-M-RVAXPRO
Mose J1a yBpeaw deTyca Mpy Ipunarane Ha GpeMeHHM XKeHH WM Jia OK&XKE BITNTHUE BbPXY
penpoAYKTUBHATE BE3MOXKHOCTH.

Bee NaK JMNCBAT IaHHY 32 yBpEXKaHe Ha TI0/ia B CIIy4anTe KOraTo BAKCMHa Cpeuty MOpoui uii
MapoTHT e 6usia NpUIIoXKeHa Ha GpeMEHHH XeHH. Bhrpexy ve TeopeTHHIeH PUCK HE MOXeE 11 Obae
W3KITFOUEH, HAMA IOKNaJBaHN Clyyal Ha CHHAPOM Ha BpojieHa pyGeona npy noseye ot 3 500 xeny,
KOWTO He ca 3HAeNM 4e ca 6peMeHHH 1 32 KOUTO € JIONYCHATO HEBOJIHO BAKCUHUPAHE B paHHUTE
cTa/uM Ha GPEMEHHOCTTA C BaKCHHa, ChAbpXkKallia pybeonHa koMnoHeHTa. Cie/I0BATENHO, HEBONHO
BAKCHHMpAHE Ha GPEMEHHH XeHH, KOUTO He ca 3Haelu 3a GPEeMEHHOCTTa CH C BaKCHHH, ChABPNKALIHN
MOpO6HIHa, TAPOTHTHA WK pyGeoNHa KOMIOHEHTa, He TpioBa Jia Obe MpUYHHA 32 IPEKbCBaHE Ha
GpeMEHHOCTTA.

Tpa6Ba aa ce n36srBa 3a0pemensBsate 1 Mecell Clle]l BAKCHHUPAHETO. YKenuTe, KOUTO Bh3HAMEPABAT
Ia 3a6pemeHesT, Tpsi6Ba ia ObAAT TOCHBETBAHN [1a IO OTIOXKAT.

Kspmene
TMpoyuBaHUATA NOKA3BAT, Ye KbPMELIUTE crejl pak/JaHe JKeHH, BAKCHHUPAHH ¢ XK1Ba aTeHIoMpaHa

pybeonHa BakcHHa, MOTAT Jla CEKPETHPAT BUpyca B KbpMaTa M J1a To IpeJiajiaT Ha KbpMateTo. Tpu
KbpMaueTa ChC CepOJIOTHYHM IaHHU 32 Py0OeoiiHa HHGEKIUs, HUTO [IHO HE ¢ 61no cue
CHMIITOMATYHO 3a00naBane. He e 3BECTHO Jaliil BAKCHHAJIEH BUPYC Ha MOPOWIIH MITH TIapOTHT Ce
cekpeTvpa B KbpMara INpy Xopa, Nopajyn KOETo NPUNaraHeTo Ha M-M-RVAXPRO npu kbpMauku
TpsGBa Aa 6B ¢ NOBULIEHO BHUMAHUE.

OepTunurer
He ca npoBexaaHy MIPOyYBaHUs 3a BIUSHUETO Ha M-M-RVAXPRO Bbpxy depTuiirera.

4.7 EdexTH BbpXy cniocofHOCTTA 32 MIOPHPaHE U pa6oTa ¢ MaIHHU
Hsma npoyusanns 3a eeKTHTE BbPXY COCOGHOCTTa 3a WOdHpaHe U pa6ota ¢ Mammni. O4akBa ce

M-M-RVAXPRO 11a He MOBAHSABA WM [a IOBNHABA IPEHEGPEKMMO CTIOCOGHOCTTA 32 IIOdHpaHE WK
paboTa ¢ MalllHH.




4.8 Hexenanu jiekapcTBeHH peakIuu

a. PesroMe Ha mpoduna Ha 6e30macHoCT

B xiuauuan w3nutsanns M-M-RVAXPRO e npunoxeHa Ha | 965 neua (Bx. Touka 5.1) 1 o6MAT
npodun Ha Ge30TacHOCT € CPaBHUM C TO3W Ha NIPENIIHATA dopMa Ha BakCHHATa Cpelry MopOuH,
napotuT 1 pybeona, Npou3BeCHA OT Merck & Co., Inc.

B KIMHMYHO W3NuTBaHe, 752 Aena nojiyyasar M-M-RVAXPRO kakTo MyCKyIJIHO, Taka H TIOKOXHO.
TpodmmbT Ha 6e30MaCHOCT KaTo LANO U TIPH JIBaTa HauuHa Ha MPUIIOXKEHNE Ca GUITN CPaBHUMH,
BBITPEKH Y€ PeakUMuTe Ha MACTOTO Ha MHXKEKTUPAHE Ca C M0-Malka HecToTa fpi rpymara ¢ i.m.
npunoxkenue (15,8 %) B cpaBHEHNE € TpynaTa Cbe S.C. NPUITOKEHNE (25,8 %).

HanpaseHa e OLeHKa Ha BCUYKH HEXeaH! JIEKapCTBEHM peakLiu fpH 1940 neua. Cpen Aenara, cieq
pakcuHnpaie ¢ M-M-RVAXPRO, HabmoaBaHuTe, CBbP3aHH C BAKCHHATA HEXETAHI JIeKapCTBEHH
peakuuy (KaTo ce M3KIIOYBAT OTAEIHH cbobienns ¢ yectoTa < 0,2 %) ca 06001eHN B Touka 6.

B cpaBHeHHe C TbpBaTa /103a, BTOpa 1034 M-M-RVAXPRO He BOoAy 10 NOBUIlIdBaHEe YecToTaTa 1
TeXeCTTa Ha KIVHUYHATE CUMITTOMH, BKITFOUNTEITHO TE3H, KOUTO MPEATOaraT MpoTUIaHeTo Ha
peaxuys Ha CBPbXUYBCTBUTENHOCT.

OcBeH TOBA APy HEXKENaH! peaklluu, CbOOLIEHH OT MOCTMApKETHHIOBATa ynotpe6a Ha
M-M-RVAXPRO w/uii KIHHATHA POYYBaHUS U MOCTMAPKETHHIOBATA ynotpeba Ha NPEIUIIHHTE
(opMu Ha MOHOBATIEHTHA ¥ KOMGHHHpaHA BAKCUHA CpeLly MopGuJiH, NapoTUT U pybeora,
nponssexany oT Merck & Co., Inc., KOUTO He C€ pasrIIekaT Mo OTHOLICHHE Ha NPUIHHHOCT WITH
YecToTa Ha MPOSBIEHNETO, ca HAINYHU U ca 0000LIEeHH B TOUKA 6 (uecrora Heusgecmua). Te3n NaHAYU
ce choOMaBaT Ha 6a3ara Ha noseve oT 400 MIIIMOHA 11031, Pa3IPOCTPAHEHH MO LUEIHA CBAT.

Haii-qecTHTe HeXeNnaHy peakiluy, ChoOLIe ! IpH ynoTpebdaTa Ha M-M-RVAXPRO ca: Bucoka
TeMrepaTypa (38,5°C 1 no-BuCoKa); peakLiy Ha MACTOTO Ha MHXKCKTHPAHE, BKIIIOUNTENHO GoNKa,
TIOyBaHE M EPUTEM.’

6. TabuueH CIMCHK Ha HexXeJlaHUTe JIEKApCTBEHN PeaKun

HesxenanuTe peakiyy ca MoAPeeHH 110 YeCTOTa, ChITIACHO U3MON3BAHE HA CIICAHUTE KaTeTOpHH:
[Muoro yecty (> 1/10); wectn (= 1/100 1o < 1/10); neuectn (= 1/1 000 1o < 1/100); ¢ Hen3BeCTHA
yecToTa (He Moxe Ja Objie onpeliesieHa Mo ChIleCTBYBalliTe JaHHN)]

Hexenanu peakuuu YecTtoTa
ﬂ,—,— PO ] T T, RN
a30(apUHrUT, MHPEKLUWS HAa FOPHUTE AMXATENHA MBTHILA UK HeuecTn
BUpPYCHa MH@eKUMs
AcelTHueH MEHMHTUT , aTHITUYHO TIpoTHYallo 3abonsBaHe OT
MOpPOWIIH, eNUANTUMHT, OPXUT, CPEICH OTHT, TapOTHT, PUHHT, C Heu3BECTHA YECTOTa
..

CHONaTuA, T
THapyuierin He uimyangma cucmema;
AHa(bPUIaKTOV[lIHa peakuud, aHaq)I/UIaKCI/Iﬂ U CBBP3aHU ABJICHUSA KaTo
AHTVMOHEBPOTUYEH OTOK, (DAITMAJICH OTOK K rIepmbepeH OTOK
Hlotcuininapymes; N
ﬁasnpammennom‘

C Hen3BecTHA YeCTOTA

C Heu3BeCcTHA 4ecToTa

| C nenssectHa uectoTa




Hexenauu YectoTa
e g 7 2 ™ 7 B T

sidriay e

g

AdeOpiHN KOHBYJICHH MU MbPUOBE, aTakcys, 3aMaliBane,
eHueQ)aan, eHue(ba,nonamxT, dbe6punuu repuose (pH AeLa),
cunapom Ha Guillain-Barre, rnaBofonue, eHledanur ¢ BKIIOUBaHe Ha
mop6unau tenua (MIBE) (8. Touka 4.3), ouHa napansa, HEeBpUT Ha
3PUTENHHS HEPB, MAPECTE3US, [IONUHEBPHT, MOJIMHEBPONATHA,
pO6YNGapeH HEBPUT, CHHKOTI

C "eun3BeCTHa YECTOTA

I C Heu3BECTHA 9ECTOTA

i

Ha HEPB

C Heu3BeCcTHA YecToTa

Heuectn

BpoHXualeH crnasbM, KalfnLa, MTHEBMOHHA, THEBMOHUT (BXK.

Touka 4.3), BE3NaJIEHO T'bpJI0
1 TIOBpBIIIaHE Heuectn
C »eusBecTHA yecTOTa

C "eu3BeCcTHA YECTOTA

R 1 NOOROICHAMA THEREN:
06puB WK ApYT 06pHB Yectn
Ypruxapus HeuecTy
[TanHUKYNUT, TNyprypa, KOXHO 3ajebensBaHe, CHHAPOM Ha

C' HEN3BECTHA YECTOTA

C Henl3BeCTHA YECTOTA -

L OQbtyn Hapy Bk Ha MACIMOMO. Ha: NPUNONCEHUE

Bucoka temneparypa (38,5°C unu no-BUcoKa), epuTeM Ha MACTOTO

Ha MHXEKTHpaHe, 60NKa Ha MACTOTO Ha HHXKEKTUPaHe 1 OTOK Ha MHoro yecTu
MSCTOTO HA WHXKEKTHPAHE

KpbBOHacsAiaHe HA MACTOTO Ha MHXKEKTUPaHE Yectn
OOp¥HB Ha MSCTOTO HA HHKEKTUpaHe HeuecTH

ITapere /vy CMBJEHE 32 KPAaTKO B MACTOTO HA MHKEKTHPAHE,
BHCOKa TeMrepatypa (38,5°C um no-Bucoka), ob1o

HepasMojloXeHNe, AMUIAT, lepudepeH 0ToK, oMy BaHe, C Hen3BeCTHA YECTOTA
YyBCTBMTENHOCT, BE3UKYJIM B MACTOTO HA HHXEKTHPaHE, Nany i U
jauepBABaHE B MACTOTO Ha HHDKEKTHpaHe

TS
e

Backynmur

] C Hen3BECTHA YECTOTA

TBPI)KTC TOYKa B

B. Omiicanyie Ha U30paHy HeXelaH! JICKapCTBEHH PEeaKIny

AcelTH4eH MEHUHTHT

Ceqt BAKCHHMpAHE CpelLy MOpOWIH, MapoTHT i pyGeona uMa CHODINEHNS 3a CIly4Yan Ha acenTH4eH
MeHMHIUT. Makap e e oKa3aHa pUYMHHA Bpb3Ka MEX/y IPYry WaMoBe Ha BaKCHHA Cpelty
MApOTUT M aceNTHIEH MEHHHIUT, HAMA aHHH, KOUTO J1a CBRP3BAT Jeryl Lynn™ BakcuHara cpelry
MapOTHUT € acenTH4YeH MEHUHIHUT.

Enxnedanut u eniedanonarus

TTpn TexKo MMYHOKOMIPOMETHPAHH 1A, BAKCHRUPAHH 0 HEBHUMAHHE C BaKCHHa, ChABPXKALLA
MOpGUITHA KOMITOHEHTa, UMa ChoGLIeHUS 3a eHledanuT ¢ BKIOYBaHE Ha MOpOUITHY TeNua,
ITHEeBMOHMUT Y JIETaJIeH U3X0J KaTo NPAKO CIeACTBHE OT ANCEMUHUPAaHUS BAKCHHAJICH MopOuseH
Bupyc (BX. Touka 4.3); MMa ChOBLIEHHs CHIIO 38 MCEMMHIPaH BakCHHANICH BUPYC Ha MIapOTHT U
py6eona.




Cy6akyTen ckieposupaul nanenuedanut (CCITE)

Hsama nasuu, Ye BaKcHHAaTa cperry Mop6uim Moxe aa npudran CCIE. Uma cwobmienus 3a CCIIE
npu Jiea, KOUTO He ca MMaJld aHaMHEeCTHYHH 1aHHu 3a MHQEKUUs ¢ AMB L1aM Ha BUpyca Ha MOpOuny,
HO ca Gunn BakcMHUpaHu. HAkoM OT Te3u ciydau MoxXe Jia ca B pe3y/ITaT Ha HepasIo3HaTo MOpPOHIH
Tipe3 bpBaTa FOIWHA OT KUBOTA MIIH /I ¢a BEPOATHO OT BAKCHHA CPeLLy MopOunu. Pesynrarurte ot
PETPOCTIEKTHBHO MPOy4BaHe ¢ KOHTPON BBPXY CHy4auTe, MPOBEAEHO OT US Centers for Disease
Control and Prevention, mpeanomnarar, 4¢ KaTo L0 epeKThT Ha BAKCHHATA CPEILy MopOunu e 6un
sammTed no otHowenne Ha CCTIE, kaTo ce mpeIoTBpaTsBa MOPOMIM € IPUCHIIAA MY PUCK OT
passutre Ha CCIIE.

ApTpanrus WUy apTpuT

ApTpairus #/imy apTpuT (OOMKHOBEHO MPEXoJIHa U PAIKO XPOHWYHA), M TIOIMHEBPHT ca TIPOSBUTE Ha
WH(EKTUpaHe C IVB THI pyGeosieH BUPYC, KaTO BapHpPaT TI0 OTHOWIEHNE Ha HECTOTA M TEXECT 110 101
1 BB3DACT U Ce CpeluaT Hali-4ecTo NPy Bb3PacTHU XKEHHU | Hali-psIKo MpH Aeua npeau nybeprera.
CleJl BakCUHHpaHe Ha Jiella, PeaKI{UUTe B CTaBUTE ca OOHMKHOBEHO HEYECTH (0 - 3 %) u kpatku. IIpn
JKEHH, YeCTOTaTa 3a apTPUT 1 apTpanris € 0OUKHOBEHO MO-BUCOKA OTKOAKOTO MpH Acua (12 - 20 %),
KaTO peaKLMUTE ca MO-IPOSBEHN U MPOABIDKUTENHN. CHMIITOMHUTE MOTAT /3 MEPCUCTHPAT HAKOIKO
Mecela WM B PeIKu CiTyuan - roauHu. [Tpu noapacTsaliin MOMHYETA pEaKMUTE ca HHTCPMENUEPHN
(MEXIMHHU) 110 YECTOTa MEX Ty HalJII0XaBaHNTe MPU el ¥ Bb3PacTHH XKEHH. Hopw mpu no-
BB3pacTHU xeHH (35 - 45 rofuHm), Te3n peakiuy ca 0BMKHOBEHO 10Ope MOHOCHMU U PAJIKO
MOBNUABAT HOpMaJTHaTa JCHHOCT.

XpOHWYEH apTPUT
XpOoHUYHUSAT apTPUT CE CBBP3Ba C py6eonHa MHGEKLMA ¢ BUPYC OT JIUB THUI, bJIKAINA CE HA

TIepCHCTHpaHe Ha BUPYCa M/WIN BUPYCHUS aHTUTeH, KOUTO Ce M30/MPaT OT TENeCHUTE ThKaHH. Psanko
BaKCHHUPAHM Ca PA3BUIIM XPOHUYHA CTABHA CUMNITOMATHKA.

ChobillaBaHe Ha MOJI03MPAHN HeXeNlaHH peakun

Ch06IaBaHETO HA MOJO3MPAHU HEeXENaH! peakln ciie]] paspellaBaHe 3a ynotpeba Ha JIeKapCTBEHMS
TIpoIyXT € BaxkHo. ToBa 1mo3B0IIsBa J1a TPOABIIKM HaGIIOIeHNETO Ha CHOTHOLICHHETO TOT3a/pHUCK 32
a cLo0NaBaT BCAka

4.9 IIpenosupane

Psjko ce choO1LaBa 3a pularaHe Ha ro-BUCOKU OT NMPEMopbYaHHTe 103U M-M-RVAXPRO n
NPO(UITBT Ha HeXKeIIaH! PEaKiiy € CPABHAM C TO3M, HabMo1aBaH MPH NPeNopBiaHi 10341
M-M-RVAXPRO.

5. ®APMAKOJIOTMUHU CBOCTBA

5.1 dapMakoIMHAMHYHM CBOMCTBA

dapmakoTepaneBTHYHA TpyTa: BUPYCHA BAKCHHA, ATC xox: JO7TBDS2

OlleHKa Ha MMYHOTEHHOCT U KIMHUYHA eUKACHOCT

CpaBHHUTEIHO MpOyyBaHe NMpHu 1 279 nnua, nomyrin M-M-RVAXPRO umy npeguimsara gopma
(Mpou3Be/ieHa C YOBEIIKM cepyMeH anbyMiH) Ha BAKCUHATA CPelty Mop6unH, napoTut 1 pybeona,

npoussenena oT Merck & Co., Inc. mokassa CX0ACTBO 0 OTHOUIEHNE HA UMYHOTCHHOCT 1
6e30MacHOCT MeXy JBaTa MPOAYKTa.

KivHMYHM NpoyyBaHus ¢ 284 TpoNHO cepoHeraTBHU J€la, Ha BB3pacT 11 mMecena 10 7 TOAMHH,
TOKa3Bar, 4e MpeuiIHaTa Gpopma Ha BAKCHHA CPELLy MOPOHIIA, TapOTHT 1 pyGeona, pou3BeeHa OT
Merck & Co., Inc. e CHITHO UMYHOTEHHa 1 ce MOHacs KaTo usno nobpe. [1py Tesn npoyusaHus,




e/IHOKPATHO MHKEKTHpaHe Ha BaKCHHAaTa MHTYUHpa MOPOWTHI aHTUTENa, TTOTHCKALH
xemarnytuHauuata (HI) B 95%, napoTUTHN HeyTpanu3Hpally aHTUTENa Npu 96%, u pyOeonHu
aHTHTeNa, moTrckamm xemarmytuHanusta (HI) mpu 99% oT Bb3npreMHUBUTE JEA.

OleHKa Ha MMYHOTEHHOCT IIpM Jlella Ha Bb3pacT oT 9 jo 12 Meceua 1o BpeMe Ha [TbpBaTa 1033

TTpoBeeHO € KIMHAYHO NpOy4BaHe ¢ YeTHPHUBAICHTHA BAKCHHA CpeLLy MopGuiK, NapoTuT, pybeona u
BapuueNa, npousseneHa oT Merck & Co., Inc., npunarana 1o cxeMa - e 1031, TOCTAaBEHH TIPE3

3 Mecena npu 1 620 31paBu MMl Ha Bb3pacT oT 9 1o 12 Meceua 1o BpeMe Ha ibpBata 103a.
TpogunsT Ha Ge3onacHoCT cell 1-Ta 1 2-Ta 1032 0010 B3€TO € CPaBHUM NPH BCHYKH BB3PaCTOBH

rpynu.

ITeAHUAT aHATH3 (BAKCUHHPAHY NULA, HE3aBUCUMO OT TEXHH U3XOJEH TUTHP Ha aHTHTeJa) TIOKa3Ba,
Yye ca IOCTUTHATH BHCOKHM HHBA Ha CEpONpoTekLHs >99% cpelly NapoTHT U pybeona cie Bropara
71033, HE3aBUCUMO OT Bb3pacTTa Ha BaKCUHUpaHWs MHAWBH MPY ITbpBaTa 103a. Cren 2 03U HUBAaTa
Ha ceponpoTekiys cpelty MopOumu ca 6unu 98,1%, korato mbpBara 11032 € Gua JajeHa Ha

11 mecenia, B cpaBHeHue ¢ 98,9%, xoraTo mbpBara 7103a € 6una gafena Ha 12 Mecena (lenta Ha
HenH(epHopHOTO Npoy4BaHe e nocturHara). Crieq 1B 1034, HUBATA HA CEPONPOTEKLIMA CpeLLy
Mopbumi ca 6uim 94,6%, korato mepBata J03a € Guna fafeHa Ha 9 Meceua, B CpaBHEHHE ¢ 98,9%,
KOraTo nbpBaTa 103a e O1na jajieHa Ha 12 meceua (uenta Ha HenH(EpHOPHOTO NpoyYBaHe €

MOCTUTHATA).

HuBaTa Ha ceponpoTeKLUs Cpery MOpOHIH, MapoTUT U pyGeosta MpH IbJICH aHalu3 ca NajieHn B

Tabmuua 1.

Ta6nuua 1: HiBa Ha ceponpoTeKLMs cpelry MopOumy, NapoTuT ¥ pybeona 6 ceaAMULM Cel Hozaln
6 ceqmuim cien Jo3a 2 Ha YeTHPUBATIEHTHATa BAKCHHA CPEIy MOPOHITH, TapoTHT, pyGeona u
Bapuuena, nponssesiena oT Merck & Co., Inc. — nbieH aHaNu3

Jo3a 1 Ha 9 mecena /

Jo3a 1 Ha 11 mecena /

Jlo3a 1 na 12 mecena /

BasentHOC Bpeme Ho3a 2 na 12 mecena Jo3a 2 Ha 14 mecena Jo3a 2 na 15 meceua
T (HHBO Ha sa N =827 N =480 N = 466
cepompotex | o Huga Ha Husa Ha Huga na
uus) ceponpoTeKnus CeponpoTeKIH CepoNnpoTeKINs
[95% CI] [95% CI] [95% CI]
Cnen- 72,3% 87,6% 90,6%
(x;’:’g‘;g's‘s Mosa 1 [68,2; 76,1] [84.2: 90,4] [87,6: 93,11
MIU /;11) Cnen- 94,6% 98,1% 98.9%
Ho3za 2 [92,3; 96,4] [96,4; 99,1] [97,5; 99,6]
HMaporut Caen- 96,4% 98,7% 98,5%
(tutbp =10 | Ho3a 1 [94.4; 97.8] [97,3; 99,5] [96,9; 99,4]
ELISA Ab Cren- 99,2% 99,6% 99,3%
ezmm;un/ml Tosa 2 [98,0; 99,8] [98,5; 99,9] [98,1; 99,9]
Cnen- 97.3% 98,7% 97.8%
gf:;;‘:‘o Tosa 1 [95,5; 98.,5] [97,3;99,5] [96,0: 98,9]
U /mT) Cnen- 99,4% 99,4% 99.6%
Jo3a 2 [98,3; 99,9] [98,1; 99,9] [98,4; 99,9]

Cpenuute reoMeTpuary TUTpn (GMTs) cnex 1o3a 2 cpetlly MapoTUT 1 pybeona ca cpaBHUMU BBB
BCHYKM Bb3PacTOBU KaTeropuu, gokato GMTs cpeuly MopOuiu ca no-HUCKM NpH JIMLA, KOUTO ca
TIONY4UNH THPBATa 1033 Ha 9-MecevHa Bb3pacT B CPaBHEHHE C U2, KOUTO ca MONYYHIN ThpBaTa
noza Ha 11 umu 12-MeceyHa Bb3pacT.

CpaBHUTEIIHO U3MUTBaHE TIpH 752 106pOBOIIH, MOJTYIHIIH M-M-RVAXPRO MyckynHO Win
TI0JIKOKHO IEMOHCTPHpA CXOZIEH UMYHOTeHEH Mpodun ¥ MpH JiBaTa HAYWHA Ha IPUIIOKEHHE.
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EdukacHOCTTa Ha KOMIIOHEHTUTE Ha MpevwHaTa popma Ha BaKCHHA CpeLly MOpPOUITH, TapOTUT U
py6eona, npoussenena ot Merck & Co., Inc., e ycTaHOBeHa U pHt CepHsl OT IBOHHO-CIIEMH,
KOHTPOJIMPAHK B ECTECTBEHA CPeJia MPOYUBaHHMs, KBAETO ce AEMOHCTPUpPA BUCOKA CTENICH Ha 3allMTHA
eMKACHOCT Ha OTAETHUTE KOMIOHEHTH Ha BakCHHATa. Te3u npoyuBaHus MOKa3Bar olle, He
CepOKOHBEPCHATA B OTFOBOP Ha BaKCHHA Cpely MOPOWIH, apoTHT U pyGeoia, ChOTBETCTBA Ha
3aLUTHUS eeKT cpelry Te3u 3abonaBaHus.

BachIanaHe Ha KOHTAaKTHH JMlia
BaKannpaHeTo Ha KOHTAaKTHU Ha IUB TUII BUPYC HA M0p6V[III/I, MOX€E J1a OCUTYpPH HAKaKBO HUBO Ha

3aIIUTa, aKO BAKCHHATA ce MPHIIOXKHU 10 72 yac ciel KoHTakTa. AKo obade, BAKCHHATA Ce PUITOXH
HSKOITKO JHY TIPeIM KOHTAKTa, MOXe Ja Ce MOCTUTHE 3HauuTeNHa 3anTa. Hama nocTaTeino cuitku
JI0Ka3aTelICTBa, Ye BAKCMHAPAHETO Ha JIHIA, HACKOPO Clie]l KOHTAKT C IUB THI Ha BHPYCa Ha NMapoTUT
nnm py6eorna, e OCUTYPH HAKAKBa 3alluTa.

EdexTuBHOCT

Han 400 MuOHa 03M OT NpeavmIHaTa GopMa Ha BAKCUHA Cpellty MOpOUIIH, TapOTHT U pybeorna,
npousseneHa ot Merck & Co., Inc., ca 6uin pa3npoCTpaHeHH Mo LUEHUs CBAT (1978 nmo 2003).
[1I1poKOTO U3MOJI3BaHE Ha 2-1030BaTa cXeMa Ha BakcvHupate B CAL n cTpanu kato OuHTaHANA K
[Berms nosene 10 > 99 % HaMaNeHUE Ha YECTOTATa Ha BCAKO oT 3 3a6onsaBaHus.

Heﬁpemeﬂﬂn geBOﬁKI/I ¥ _BB3pACTHY XKEHU
BaKCI/IHHpaHeTO Ha MOAATIIHBU Ha 3apa3siBaHe HCGpeMCHHI/l MoApacTBAIH ¥ Bb3PaCTHU KEHH B

pernpo/yKTHBHA BB3PAcT € X1Ba aTeHIONpaHa BakCHHa cpeluy py0eona e rokasaHo, ako ce B3eMaT
ompesieNieHN NpeAna3Hu MepkH (BX. TOuky 4.4 1 4.6). BakcHHUPAHETO Ha MORATIIMBH Ha 3apa3iBane
MoMMYeTa ciiell ybepTeTa AaBa HHAWBUAYATHA 3all1Ta CpeLly NOCEABALLO 3apassiBaHe C pybeona no
BpeMe Ha OPEMEHHOCTTA, KOETO, OT CBOSA CTPaHa, IPEA0TBpaTABa nHQEKTHpaHEeTo Ha MJ1o/a 1
HocleBaluTe BpoJeHH pyOeosHN yBpeKAaHUS.

HeBakcyHMpaHy JHIa Ha Bb3pacT Hajl 9 Mecella, KOUTO Ca B KOHTAKT C NOJATIMBY Ha 3apa3ABaHe
GpeMeHHH keHH, TPAOBa J1a MOJTy4art XHMBa aTeHIOMPaHa BAaKCHHA, ChBPXKalla py6eoiHa KOMITOHEHTA
(xaxBato € M-M-RVAXPRO unn MoHoBaneHTHa py6eosHa BaKCHHa), 3a ia c€ HaMalil PUCKDBT OT
3apa3sBaHe Ha OpeMeHHATa XeHa. '

JInua, 33 KOWTO UMa BEPOSTHOCT JIa cA MOJIAT/MBY HA 3apasdBaHe ¢ MApoTUT WK pybeona
M-M-RVAXPRO e npeanovnTana 3a BAKCHHUpaHe Ha X0pa, KOUTO UMa BEPOATHOCT 13 ¢a MO/aTINnBH
Ha 3apa3sBaHe ChC MapOTUT Wiy pyGeona. JIula, kOMTO ciiefiBa 1a ObAaT BAKCHHUPaHU cpeLly
Mop6uim, Morat aa nomydatr M-M-RVAXPRO, He3aBicuMO OT TEXHUA HMYHEH CTATyC IO
OTHOLIEHNE HA APOTHT Wi pyGeona, ako HAMa B HAIMYHOCT MOHOBAJIEHTHA BAKCHHA.

5.2 ®apMaKOKHHETHYHM CBOMCTBA
Henpunoxumo
5.3 IIpeaxJHHWYHH JaHHH 32 Oe30MaCHOCT

He ca NpoBeXKAaHU HEKITHHHYHHA Npoy4BaHuA.

6. ®APMALEBTUYHU JAHHU

6.1 CnuebK Ha TIOMOITHUTE BeleCcTBa

Ipax

Copburton
Harpues docdar
Kanuer docdat
3axaposa
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Xuaponu3npaH xenaTHH

Cpena 199 cbe conn Ha Hanks

MunumyM eceHnmanta cpena, Eagle (MEM)
MoHoHarpues L-riytamar

HeomunH

®eHONMOBO YEPBEHO

Hatpues 6uxapboHaT

XnopoBoOpoAHa KUCeNHHa (3a kopurupane Ha pH)
Harpues xuapokcua (3a kopurnpane Ha pH)

PaztBOpUTEN
Boza 3a HHXeKLIHH

6.2 HecnBMecTHMOCTH

TTopaay MHUTICA Ha IPOYYBAHNA 32 HECHBMECTUMOCTH, TO3U IEKAPCTBEH TIPOIYKT HE Tpsi6Ba Aa ce
CMECBa C JIPYrH EKApCTBEHH MPOLYKTH.

6.3 Cpox Ha rogHocT
2 TOANHHU.

Crneq pasTeapsHe BakcHHATa TPAOBa Jla Ce U3M0I3Ba He3abaBHO; BCe MaK € IEMOHCTpUpaHa
CTaBMITHOCT Ha pasTBOpa 110 8 yaca Ny ChXpaHABaHe B XnamwiHuk Ha 2°C - 8°C.

6.4 Crielfua/JTHH yCJIOBHA Ha ChbXpaHeHHe

Jla ce chXpaHsABa M TpaHCTOpTHpa B Xnaguiank (2°C — 8°C).

Ha He ce 3aMpa3ssgBa.

(DnaKoHbT C TIpax Jia Ce ChXpaHABa BbB BTOpPUYHATA KapTOHEHa OMaKOBKa, 32 /a ¢ MpejMasn 0T
CBETIIMHA.

3a ycloBHATA HA ChbXPaHEHNE Clell Pa3TBAPSHETO Ha JIEKapCTBEHHMS TPOAYKT, BINKTE TOUKA 6.3.
6.5 Buj u chabpKaHHe Ha ONAKOBKATA

Tpax BBB (niakoH (CTBKIIO) ChC 3aMymanka (OyTHioBa rymMa) v pasTBOpUTENl BbB (hrakoH (CTBKIIO)
che 3amyuanka (xn1opoGyTinosa ryma) B 0nakoska o 1 u 10.

He BcUYKM BUIOBE ONAKOBKM MorarT Aa ObJar MycHaTy B npoaaxGa.
6.6 CrienaJIHH NpeANa3sHu MepKH NPH N3XBLpJsiHe U paboTa

3a pa3TBapAHe W3MO/I3BaiiTe MPENOCTABEHNS Pa3TBOPUTEN. PasTBOPUTENAT € Ouctpa Ge3useTHa
teqnoct. [Ipe/u ia ce CMecH ¢ Pa3TBOPUTENS, MPaXbT MPEACTABNIABA CBETAO-XKBIITa KOMIAKTHA
KpucTanoBRHA Maca. Korato ce pasTBOpH HallbJIHO, BaKCUHATA MPEJICTaBABA GucTpa KbiTa
TEYHOCT.

BaxHo e J1a ce N3I1013Ba OTJe/IHA CTepUIHa CIPUHIIOBKA W WTJIa 3a BCEKH MMalMEHT, 3a Ja ce
NpegoTBpaTH NpeaBatHe Ha I/IH(bCKI.IPIOSHI/I TMIPUYUHNTENIA OT €AWH BaKCWHHAPAH Ha ApYyT.

WHCTpYKUMH 32 Pa3TBapAHE

MaTernere UANOTO KONHYECTRBO Pa3TBOPUTEN B CIIPUHIOBKA, KOSTO L€ CE U3MOII3BA 32 pa3TBApIHE U
wkekTHpane. VmKeKTUpaiiTe WAIOTO ChIbPXKaHUE Ha CIPHHLOBKATA BbB (I1aKkoHa, ChAbpiKalll
nipaxa. Jleko paskiaTeTe, 3a 1a CMecuTe 106pe.

PasTBOpeHaTa BaKcHHA He TPAOBA Jia ce M3M0NI3Ba, aKo ce 3abeMa3BaT YaCTHLM WM KO BHHITHHUAT BUJL
Ha Pa3TBOPHUTENS, [IpaXa UM FOTOBATA BAKCUHA CE Pa3nuyaBaT OT OMMCAHUTE O-TOpe.
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M3TereTe UANOTO ChAbPXKAHHUE OT (J1akoHa ¢ pa3TBOpeHaTa BakCHHa B ChllaTa CNPUHLIOBKA 1
MHXEKTUPANTE [AT0TO KOTMIECTBO.

AKo ca OCHTYPEHM JIBE WTIIA: M3MON3BaliTe eiHATa NTJIa 33 pa3TBAPAHE HA BAKCHHATA, 4 JpyraTa 3a
MpUiaraHe Ha JULETO, KOETO Lie Obe BaKCHHAPAHO.

Hen3non3BaHMAT NEKapCTBEH NMPOIYKT WK OTMATbYHATE MaTepnanM' OT Hero Tpa6Ba Ja ce U3XBBPIAT

B CHOTBETCTBHE C MECTHUTE U3HCKBAHHUA.

7.  IIPATEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

MSD VACCINS

162 avenue Jean Jaures

69007 Lyon

Opanuus

8. HOMEP (A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/06/337/001

EU/1/06/337/002

9. JIATA HA I'bPBO PA3SPEIIABAHE/MIOIHOBABAHE HA PASPEIIEHUETO 3A
YHOOTPEBA

Ilata Ha MbpBO paspeluasane: 11 Mait 2006 1.

Jlata Ha nocieHO MogHOBABae: 11 Maif 2011 .

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

Tlompo6Ha nEGOpMALHS 32 TO3U JIEKapCTBEH MPOJYKT € MPefoCTaBeHa Ha ye6caiita Ha EBponeiickara
areHIws To JekapcTBaTa http:/www.ema.europa.eu.
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JIncrorka: undopManust 3a noTpeduTenst

M-M-RVAXPRO
Ipax 4 pa3TBOPHTEJ 32 HHKEKIMOHHA CYCTICH3NsA
BakcHHa cpelily MOpGIIIN, NapoTHT K pyGeona (k1Ba)
(Measles, mumps and rubella vaccine (live))

HpoueTeTe BHUMATETHO LslI1aTa JINCTOBKA, NPeIM 1a BAKCHHHpaTe ceGe cH MIIM CBOETO [I€TE,

THil KATO TH ChAbPKA BaxkHa 32 Bac nndopmauns.

- 3anaseTe Ta3u AUCTOBKA. MoXe Ja ce HaJlOXH Ja f MpovYeTeTe OTHOBO.

- AKO HMaTe HIKAKBH JOTBIHATEHN BLIIPOCH, MoNKMTaiTe Bammys nekap uim ¢gapMauesT.

- AKO TIOJTy"HTe HAKAKBH HEXeNaH! JekapcTBEeHN peakuun, yeaoMere Baums nekap unm
dapmanuesT. ToBa BKITIOYBA M BCHYKU BB3MOXKHU HOXENIAHM PEAKLUH, HEOTMCAHU B Ta3H
aucToBka. Binkre Touka 4.

KakBo chabp#a Ta3H JAHUCTOBKA

Kaxkso nipencrasnssa M-M-RVAXPRO # 3a kakBo ce U3NoN3Ba
Kaxso Tpsa0Ba fa 3HaeTe, Npeay Aa BA €& NPUIOKH M-M-RVAXPRO
Kak na usnonssate M-M-RVAXPRO

BB3MOKHY HEXEJIaHU peakluu

Kaxk na cexpanssate M-M-RVAXPRO

ChIbpXKaHKE Ha ONAKOBKATA U JOMbIHATENHA UH(OPMALIMA

SANAE ol S

1.  Kakso npeacrasaspa M-M-RVAXPRO u 32 kaKBo ce H3N013B2

M-M-RVAXPRO e BakcuHa, chIbpkalla oTcNabeHy BUpyCH Ha MOpOHIH, IapoTHT U pyGeona.
Koraro uoBek ce BAKCHHMpA, IMyHHATa CHCTeMa (eCTECTBEHATa 3aI1Ta Ha OpraHu3Ma) Npou3Bexa
aHTATeNa cpelly BUPYCUTE Ha MOPOWIIHA, TapOTHT U pyGeona. AHTUTENaTa omaraT npy 3aimurata
cpely WHGEKLUIH, MPUIKHEHN OT Te3! BUPYCH.

M-M-RVAXPRO ce nasa, 3a fa 3anmuTi Bac uni Bawerto iete 0T MOpOHITH, MTapoOTHT WK py6eona.
BakcuHaTa Moxe J1a ce Tpuiiara Ha Jiella Ha Bb3pacT 12 unm noBeye Mecena.

M-M-RVAXPRO moxe 1a ce TIpunara npu KbpMadeTa Ha Bb3pacT oT 9 1o 12 Mecelia pH Crieuuatii
o6CToATENCTBA.

M-M-RVAXPRO Moke 1a ce M3M0N3Ba 1 PY B3pHBOBE Ha MOPOWIIY MM 33 BAKCHHHMPAHE ClieL
KOHTAKT, WM 3a PUJIAraHe TIpy HeBAaKCHHMPAHH MIPe/IN TOBA WL Ha BB3PAcT Hall 9 Mecela, KOUTO ca
KOHTAKTHY C MOJATAMBY Ha HHeKLMATa OpeMEHHH JKEHH, KAaKTO U [TPH JIWLLA, 38 KOUTO CE
npeAnosNara, 4e MOTar Aa GbJaT MOAaT/IMBH Ha HHEKLHUS ¢ NapoTHT UITH pybeona.

Makap 1e M-M-RVAXPRO coaspika KUBY BUPYCH, T€ €a TBBPAC cnabu, 3a 1a NPUINHAT MOpOUIIH,
MapoTUT UK py6eona npu 3paBy Xopa.

2.  Kakso Tps6Ba aa 3HaeTe, npeaH Aa Bu ce NpRioku M-M-RVAXPRO

He mnoassaiite M-M-RVAXPRO:

- Axo Bue unu BammeTo feTe cTe anepriyHy KbM HAKOS QT ChCTABKUTE Ha Ta3H BakCHHa
(BKTFOUMTETHO HEOMHUIIMH WIIK HAKOH OT APYTUTE ChCTaBKH, U36pOEHH B TOUKA 6)

- Axo Bue wiu Bawara gsiieps cTe/e 6peMerHa (0CBeH ToBa TpsbBa ia ce u30irea
3abpemeHsBane | Mecell Cllel BAKCHHUPAHETO, BikTe BpeMeHHOCT)

- Axo Bue wii Bamreto nete uMare 3aGonsBaHe ¢ TeMrepaTypa, mo-srcoka ot 38,5°C; mo-HucKa
OT T3y TeMrepaTypa obaue, cama 1o cebe cH, He € MPUYHHA 32 OT/laraHe Ha BaKCHHUPAHETO.

- Axo Bue unu BawmeTo geTe Mate akTUBHA HellekyBaHa Ty6epKyosa
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- Axo Bue wu BameTo fieTe Mmare HapylleHHe Ha KPBBTA WM HAKAKBB B/l pak, KOWTO MOBIUABA
UMYyHHaTa CHCcTeMa

- Axo Bue unu Bammero feTe npoBekaare NeueHUe WK pHiemMaTe JiekapcTea, KOUTO Morat J1a
oTcnaGAT HMyHHATA CUCTeMa (C U3KITFOUEHHE Ha NIEYEHHE ¢ HUCKa 71033 KOPTUKOCTEPONIM fpH
acTMa WK KaTo 3aMeCTBallo Je4eHue)

- Axo Bue wiu Bawero neTe umare otciabena MMyHHa CUCTEMa NOPajy HAKAKBO 3abonipaHe
(sxmounrenHo CITMH)

- Axo Bue unu Bamerto aere uMare paMuiHa aHaAMHESA 32 BPOJSH MU HACJIEACTBEH UMYHEH
HedUINT, OCBEH aKO MMyHHATa KOMIETEHTHOCT Ha Bac unm Baieto fiete e 3anaseHa.

Hpeaynpexaenus u NpeanasHN MEPKH

ToBopete ¢ Bawms nexap uin dapMauest, npe/in Ha Bac nin Ha Baieto gete Aa 6bAe NPUAOKEHA

M-M-RVAXPRO, ako cTe UMalld HAKOS OT CJIEAHUTE MPOABH:

- Axo Bue mu BateTo feTe cTe UMany alepridHa peakius KbM siLia N1 KakbBTO U Jia €
MpOAYKT, ChAbpPXKaLL sAiLa '

- Axo Bue mim Bameto aete uMate pamMuIIHa aHaMHE3a 32 allepruy UK IbpiOBE (mpunagBUK)

- Axo Bue unu BauieTo zeTe cTe MMaiy HexenaHa JIeKapcTBeHa peaklus Clie/l BAKCMHNAPaHe C
BaKCHHa cpellly MOpGWIIH, TapoTHT M pyGeona (kaTo eIHOKOMIIOHEHTHA BaKCHHA HITA
KoMOMHHpaHa BAKCHHA, KAKBATO € BaKCHHATa cpelly MopOunM, NapoTuT U pybeona, NpousBeicHa
oT Merck & Co., Inc., unu M-M-RVAXPRO), BKNIIOUHTENHO IECHO KPBBOHACATAHE UITH
KbpBEHE, TIO-TIPOABIKUTENHO OT OGMKHOBEHOTO

- Axo Bue i Bamero siete cTe 3apaseHa ¢ YOBEIIKH HMyHOAE(UIMTEH BUPYC (HIV), Ho HaAMaTe
cumnTomn Ha HIV 3a6onsBane. Bue unu Bawero aete Tpa6Ba na ObaeTe noj HENPEKbCHATO
HabmoNeHre 3a MOpGHIM, TApOTUT MM py6eona, Thi kKaTo BaKCUHUPAHETO MOXE Ja HE € TaKa
eeKTHBHO, KaKTO [IPH He3apaseHu Xopa (BUKTE ToUKa He npunaraitte M-M-RVAXPRO).

KaxTo 1 1pu ocTaHaIMTE BAKCHHU, M-M-RVAXPRO Moxe a He 3alllUTH HaN'bJIHO BCHYKH, KOUTO Ca
ce BakcuHMpany. OcBeH TOBA, aK0 HHAWBMIBT, Ha KOUTO NPEACTON i ObJie TIOCTABEHA BAKCHHA, BEYE
¢ 611 B KOHTAKT ¢ BUPYC Ha MOPGWIIK, TapoTHT unm pyGeona, HO BCe OLLE HE ce € pazbonsi,
M-M-RVAXPRO MoxXe Ja He ce okaxe cTnocobHa J1a Mpel0TBpaTh NposBaTa Ha 3a00JI9BaHETO.

M-M-RVAXPRO Moske fa ce IpHiara Ha Xopa, KOWTo ca 61l Hackopo (10 3 AHH) B KOHTAKT ChC
ciydait Ha MOPGMITH ¥ MOXeE Ja ca B HHKYOalHOHHHS TIEPHOA Ha GonectTa. B chioTo BpeMme,
M-M-RVAXPRO He BUHArM MOXE JIa ce OKaXe B ChCTOSHUE J1a MPEAOTBPATH NposBaTa Ha Mopounu
B TIOXOOHM CITyuau.

Jipyrn aexapcrea 1 M-M-RVAXPRO
Wudopmupaiite Bawms nexap uin dpapmauesT, ako Bue nim Bauilerto JieTe mpueMare Wi Hackopo
CTe TIpMEMANTH JIPYTH leKapcTBa (WK ApYTH BaKCHHHM).

JlekapsT MOXe Ja OTJI0XKM BAKCUHUPAHETO Hali-Malko 3a 3 Mecella CIIe/l PEMBAHE Ha KL, TasMa
w uMyHornoGynuH (13Bected karo IG). Cnen BakcuHupane ¢ M-M-RVAXPRO, IG He Tpa6Ba ja ce
npunara | Mecell, OCBEH ako Baumst iekap npeueHn apyro.

AXo e ce TpaBu Ty6epKyIMHOB TeCT, ToBa TPAOBa JAa CTaHe MPEMH, SAHOBPEMEHHO € WIH
4 10 6 cenmuuu cnexn BakcuHupane ¢ M-M-RVAXPRO.

M-M-RVAXPRO moxe na 6be npunarana ¢ Prevenar u/uiy BakCHHa Cpelly XemnaruTt A B paMkuTe
Ha eJIHO MOCEIIeHNEe Ha PasInyHO MACTO Ha WHXKEKTHPaHe (HallpuMep B ApyraTa pbKa Wi KpakK).

M-M-RVAXPRO Moxe Jia ce npuiiara ¢ HAKOM pyTHHHH 33 JIETCKaTa Bb3pacT BakCHHH, KOUTO TpsbBa

Jia ce TIPHIIAraT o chuioTo BpeMe. [1pu BakCHHM, KOWTO He MOTaT Ja Ce Ipiiarar 1o ChIioTo BpeME,
M-M-RVAXPRO Tps6Ba 1a ce MPUIOKH | Mecell TIpe/iyt WK CNIET NIPANIaraHeTo Ha Te3n BaKCHHHU.
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BpemMeHHOCT N KbpMeHe

M-M-RVAXPRO He tps6Ba 1a ce npunara Ha GpeMeHHH xeHn. JKeHn ¢ 1eTepoJieH noTeHuual
Tps6Ba fa B3eMaT HeoOXOIMMKTE TIPEANasHu MEpkH Aa n36srear 3abpeMensBane 1 Mecel criell KaTo
ca 6 BAKCHHUPAHH, UM JIPYro CIIOpe NPEMopbKUTE Ha Nekaps.

YKeHuTE, KOUTO KbPMAT MM UM TIPEACTOM Ja KbPMST TPAOBA 1a YBENOMST JIEKaps. JlexapsT ille peuy
nanu 1a ce npunoxu M-M-RVAXPRO.

AKo cTe 6peMeHHa UM KbPMUTE, CMATATE, 9€ MOXe Ja CTe 6peMeHHa W TIaHKupaTe HPEeMEHHOCT,
ochBETRAlTE ce ¢ Baurist ekap UM GapMaLeBT Npejn yrnoTpebaTa Ha Tasn BakCHHA.

Illopupane u paboTa c MAITHHU
Hsma nHpopMaris, KOATO 1a Mpearnoara, 1e M-M-RVAXPRO Bausie BbpXY cnocofHOCTTa a
modupaTe WM U3M0JI3BaTe TEXHUKA MIIH MAlIHHU.

M-M-RVAXPRO cbabp#a copouton.

Ako BammsiT tekap Bu e kasai1, e Bue unu Baiero feTe uMate HEMOHOCHUMOCT KbM HAKOU 3axapH,
urbopmupaiite ro npeau Bue unu Baweto aeTe Aa MOnyHnTe Task BakCMHa.

3. Kak na wsnoaseate M-M-RVAXPRO

M-M-RVAXPRO TpsiOBa Jia ce WHXEKTHPa MYCKYJIHO WY TTOA KOXaTa B of1acTTa Ha BBHIIHATA
cTpaHa Ha 6eapoTo uni MulHMLaTa. OGUKHOBEHO, 38 MyCKYJIHO MHIKEKTHPaHE ce Mpearno4nTa
o0O1acTTa Ha OeAPOTO NPH MATKUTE Aela, J0KaTO TIpY MO-BB3PACTHUTE JMUA PEANIOYNTAHOTO MACTO
3a HHKEKTUpAHE € ropHaTa 4acT Ha MUIIHUIIATA. M-M-RVAXPRO He Tps0Ba a ce WHKeKTUpa
JHPEKTHO B KPHBOHOCEH ChHJ.

M-M-RVAXPRO ce npwiara 1o clieiH1st HAUWH: -

EjHa f03a ce Mpuiara Ha ofpeJieneHa aata, 0GHKHOBEHO OT 12-MeceuHa Bb3pact. I1pu cnenyaniu
o6CTOSTENCTBA, MOYKe a GBJle JlaieHa cilell 9-MeceHa Bb3pact. JIOMbIHUTEIHNA 1031 Tpabsa aa ce
TPUIIOXKAT CHIIIACHO TpenopbkaTa Ha Bamms nekap. Mexy 2 A03u TpA6Ba 1a MMa HHTepBal MoHe OT
4 ceqMHLIN.

Vka3zaHus 3a pa3TBapsHe, NnpeJHa3sHa4YeHy 3a MeJHULHUHCKU CIIEnanucTy, ca TIpeACTaBEHN B Kpas Ha
JIMCTOBKATA, BKIIFOYEHA B OTIaKOBKaTa.
4, BL3M0KHM HEeXKeEJAHH peaKIiHH

KakTo BCHUKH JIEKapCTBa, Ta3h BaKCHHa MOXE Jia ﬂpe)l“3BHKa HEeXeNlaHH peakluy, BLIIPEKH HE HE
BCEKU TH T10JTyHaBa.

Cho61aBart ce CleIHNTE HeXKENaH! peakiui IpH ynorpe6Gara Ha M-M-RVAXPRO:

YecToTa Hexenana peakius

MHoro uecTH (Morat aa e Bucoka Temmneparypa (38,5°C WM TI0-BHCOKa).

3acersar noseve ot 1 Ha e 3avepBsBaHe Ha MACTOTO Ha NMPHIIOKCHHE, 6oJiKa Ha MACTOTO Ha
10 BakCHHMPaHH) TIpHIIOkeHNe; OTOK Ha MACTOTO Ha TIPUITOXKEHAE.

Yectu (Morar aa e O6puB (BKTIOYUTENHO MOPOUITH-TO00CH o6puB).

3acerHar ot | 10 e KpnBoHacazaHe Ha MACTOTO Ha MPUITOXKEHHUE.

10 Bakcunupany Ha 100)
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YecToTa

Hexenana peakuus

Heuectn (Morat fa
3acerHar ot 1 ot

10 BakCHHUpaHHW Ha
1 000)

3amymsaHe Ha Hoca ¥ GONKH B IbPNOTO; HH(EKLMS Ha TOPHUTE
JVXATeNHN MbTHLLA WK BUPYCHa MHQEKIMA,; TeYall HOC.
Jnapus, noBpbIIAHE.

Yprukapus.

OOpUB Ha MACTOTO Ha IpUJIOXKEHME.

C Hen3BeCTHA YeCTOTA
(decToTaTra He MOXeE J1a
Oble onpeaeseHa ot
HaIlMYHUTE JaHHN)*

AcenTuieH MEHUHTHT (BHCOKA TeMIlepaTypa, HEpa3nonoXkeHne,
MoBpbLIaHe, T1aBo6oJIie, CKOBAHOCT Ha BpaTa M YyBCTBUTENHOCT
CBM CBETITHHA); OTOK Ha TECTHCUTE; MHQPEKUMA HAa CPERXHOTO YXO;
Bb3MaIeHHe Ha CTFOHYEHNTE HKIIE3N; HETHITIHO MOPOUIIH
(OTMcaHo € TIPH MaLMeHTH, KOUTO ca MoJyunin yonTta BakcnHa
cpelry Mop6uii, 06MKHOBEHO JaBaHa fpexn 1975 r.).

IMoxyTn MIMGHA BB3IU.

TTo necHo KpbBOHACsAAAHE UM KbPBEHE OT OOMKHOBEHO.

TexKy ajleprityHy peakLin, KOMTO MOXe J1a BKIIIOUBAT
3aTpyAHEHO AWIIaHe, MOAyBaHe Ha JINLETO, JIOKAN3UPaHH
TIOLyTUHY ¥ TIOJyBaHE Ha KpaHHULNTE.

PazgpazHUMOCT.

I"qu'OBe (mpunageiy) 6e3 BUCOKa TeMIIEpaTypa; FbpHOBe
(MpHNagbLM) ¢ BECOKA TeMIlepaTypa npu feua; HectabuiHa
MOXOJIKa, BUEHE Ha CBAT; 3a00N1BaHMs, BKIOYBAIA BB3MAICHHE
Ha HepBHaTa cucTeMa (IJaBHHS U/ rpbOHauHNs MO3BK).
3a6osisBaHe, ChCTOALIO CE OT MYCKYyJTHa cabocT, aOHOPMHH
ycellasus, MpaByikaHe N0 pbleTe, KpakaTra 1 ropHara 4acT Ha
tanoto (cuaxpom Ha ['mnen-bape).

I"naBo6ove; IpiMansBane, HEPBHU CMYILIEHHS, KOUTO MOTaT Ja
TIPHYMHAT c1a60CT, MpaBy4YKaHe WUJIN CKOBAHOCT; CMYUIEHUS Ha
OYHUS HEPB.

Cexpeuus u cbpbex Ha ounte ¢ 06pasyBaHe Ha KOPUIKH M0
krnenaunTe (KOHFOHKTHBHT).

Bu3nanenue Ha peTHHaTa (B OKOTO) ¢ TIPOMEHH B 3PEHNETO.
I'myxora.

Kamnuua; Bb3nanenue Ha 6eute Ipo6oBe che Win 6e3 BUCOKa
TeMIlepaTypa.

Hepasnonoxenne (rajexe).

Crpbesk; Bb3nalieHne Ha MOAKOXKHATA MACTHA ThKAH; YEPBEHU WITH
IypIypHH, MIOCKH, TOYKOBUIHU [IETHA MO/ KOXATa; BTBbPACHH,
W3IyTH y4acTBUM MO KOXKaTa; Cepro3HO 3ab0NABaHe ¢ 38U WA
MeXypH T10 KOXKara, ycTaTa, O4|Te W/HJIM NeHUTATUTE (CHHIAPOM
Ha CTHeBH-J[’KOHCBH).

CraBHa 6onka W/Wu noayBaHe (0GMKHOBEHO IPEXOAHO U PAIKO
XPOHHYHO); MycKyiHa 60IKa.

Kparko cMbieHe W/UIH TIapeHe Ha MACTOTO Ha NPUNTOKEHNE,
MEXypH W/uliA yPTHKApUA Ha MACTOTO Ha MPUIIOXKCHHUE.

061110 ycelnaHe 3a Hepas3nonoxkKeHue; Mo/lyBaHe; 4yBCTBUTENHOCT.
Broananennie Ha KpPbBOHOCHUTE ChAORE.

*Tesu HeXKeaHH peaklMy ca choOIaBaHu MpH MPUITOXKEHUETO Ha M-M-RVAXPRO nm Ha
BaKCHHATa cpely MOpOUIIH, NapoTuT U pybeona, npousseaeHa OT Merck & Co., Inc. ninm Ha HeltHUTE
MOHOBAJIEHTHY (OTAEHN) KOMITIOHEHTH 10 BpeMe Ha MOCTMAapKETHHIOBaTa ymiotpe6a Uy 110 BpeMe Ha

KJIMHWYHH NPOY4BaHUA.

C1ro0611aBaHe HA HeXeJTaHH peaKIuu
AKO NONTYUHTE HIKAKBHM HEXeNaHH JIEKapCTBEHN peakUuy, yBeaoMeTe Bauus nekap win ¢apMatesT.

Toga BkJIFOYUBA BCUUKH Bb3MOXHH HEOMNCAHU B
CHOOIIUTE HEeXENaH!W peakuy JUPEKTHO 4pe3

aHy peaxunn. MoxeTe CbHIO Aa
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i Kato chobulaBate HeXXeNaHH Peakiuy, MoXeTe JIa IajieTe CBOs MPHUHOC 33
foyyaBaHe Ha MoBeye MHGOPMaLUA OTHOCHO Ge30M1acHOCTTa Ha TOBA JIEKAPCTBO.

s. Kak 1a cexpansiBate M-M-RVAXPRO

Jla ce chxpaHsABa Ha MACTO, HEZOCTBITHO 32 Jeua.

He m3nof3Baiite Ta3y BakCHHA CJIE] CpOKa Ha FOJIHOCT, OTOeNA3aH BbpXY KapTOHEHATa OMakoBKa Cle
Tonex go. CpoKbT HA TOAHOCT OTTOBaps Ha MOCeHHAA JeH OT MOCOUEeHUs Mecell.

Jla ce ChXpaHsBa M TPAHCIOPTHIPA B XIAANIHAK (2°C - 8°C).

CopxpaHsBaiiTe IIakoHa ¢ TIpax B KAPTOHEHaTa OMakoBKa, 3a i €€ MPeAMash OT CBETIUHA.

BakcHHara Ja He ce 3aMpasssa.

Cire1 KaTo BAKCHHATA Ce PAa3TBOPH B TPEJOCTABEHUS PA3TBOPUTEI, Ts TPsAORA MM Jia Ce U3NON3Ba
He3abaBHO, T 1a Ce ChXpaHsABa B XJ1aAWTHUK ¥ U3M0/3Ba 1o 8 yaca.

He n3xBbpnsiiTe BAKCMHUTE B KAHAIN3ALMATA UK B KOHTeiiHepa 3a ioMalIHK oTnaabum. Homuraiite
Bamms apMaieBT Kak Ja H3XBbPJIATE BAKCHHUTE, KOWTO BEUE HE U3MON3BaTe. Te3u MepKH e
CITOMOTHAT 3a ofla3BaHe Ha OKoJIHaTa cpeja.

6. ChALpKaHHe HA OITAKOBKATA H JONLJIHUTEIHA uHpopManuA

Kakso ceanpka M-M-RVAXPRO

AXKTHBHUTE BellleCTBA ca:

Crnen pa3tBapsxe, eaHa jo3a (0,5 mi) ceabpxa:

Bupyc Ha Mop6mm' mam Enders’ Edmonston (;kuB, aTEHIONPAH) .......... He T0-MaJlko OT
1x10° CCIDse*

Bupyc Ha aporut’ mam Jeryl Lynn™ [Level B] (xuB, aTeHIOUpaH)....... He MO-Manko oT
12,5x10° CCIDso*

Bupyc Ha py6eona’ mam Wistar RA 27/3 (1B, aTEHIONPAH) ............... He T0-MaNKo 0T
1x10’ CCIDs*

*50% uH(beKIHo3Ha J103a 32 KJIeThYHA KYITypa

! mpom3BesieHa BbpXY KNETKM OT MANEIKH eMOPHOHN.
? npoussezieHa Bbpxy WI-38 HoBelIKM AUILIONARN Genoxpobuu Gubpobnacty.

IIpyFI/ITC CbCTABKH Ca:

[pax:
copbuTOIN, HATPHEB docdar, kanves gocdart, 3axaposa, XUAPOIN3UPaH KeENaTHH, cpelia 199 cbe conu

na Hanks, MEM, Mononatpuil L-riyramMaT, HCOMHLWH, (eHOoN0BO UEPBEHO, HATPUEB OukapboHart,
XJTOpOBOJIOpO/IHA KHCENNHA (32 Kopekuws Ha pH), HaTPUEB XUAPOKCHI (3a xopekuus Ha pH)

PaztBopuTen:
BOJIa 33 HHXEKLHH

Kak msraexaa M-M-RVAXPRO u kakBo ¢bIbpxka 0NaKOBKaTa

BaxcuHaTa NpeCTaBNABa PaX 3a UHXEKLHOHHA CyCTIEH3Us B €HO/1030B dnakoH, kofiTo TpsbBa Aa
'6bJle PA3TBOPEH C NPEJOCTaBEHN PasTBOPUTEI.
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Pa3TBOpUTENST € GucTpa 1 Ge3uBeTHa TeHOCT. [TpaXbT € CBETNO-KBATO ChEAMHEHNE B
KpHCTAIOBHIHA Maca.

M-M-RVAXPRO ce npeayara B onakoBky ot 1 unu 10. He BCHUKK OMaKOBKM MOrart Jia ce npejnarat
' Ha masapa.
TlpuTexaTel Ha pa3pelIeHNETO 3a yOTpeba M NPOH3BOAMTEN

TIpuTexaren Ha paspeLieHHeTo 3a ynotpeGa: MSD VACCINS, 162 avenue Jean Jaures, 69007 Lyon,
OpaHuusg

[TpousBoaMTEN, OTPOBOPEH 32 OCBOOOXK(aBaHEe Ha MapTUANTE: Merck Sharp and Dohme, B.V.,
Waarderweg 39, 2031 BN Haarlem, Hunepnanzausa

3a JIONBIHUTENHA MHGOPMALMA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPXKETE CE C JIOKATHIS
NpeCTaBUTeN HA MPATEXkKATENs Ha Pa3peleHneTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
MSD Belgium BVBA/SPRL
Tél/Tel: 0800 38 693
(+32(0)27766211)
dpoc_belux@merck.com

buarapus

Mepx Illapn u loym Bearapus EOOJ,
ten.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.0.

Tel.: +420 233 010 111
dpoc_czechslovak@merck.com
Danmark

MSD Danmark ApS

TIf: + 45 4482 4000
dkmail@merck.com

Deutschland

MSD SHARP & DOHME GMBH

Tel: 0800 673 673 673 (+49 (0) 89 4561 2612)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel.: +372 6144 200
msdeesti@merck.com
E)\dda

MSD A.0.B.EE.

Tn\: +30 210 98 97 300
dpoc_greece@merck.com
Espaiia

Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com
France

MSD VACCINS

Tel:+ 33 (0)1 80 46 40 40

Lietuva

UAB Merck Sharp & Dohme
Tel.: +370.5.2780.247
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium BVBA/SPRL
Tél/Tel: +32(0)27766211
dpoc_belux@merck.com
Magyarorszag

MSD Pharma Hungary Kft.
Tel.: + 36.1.888.5300
hungary_msd@merck.com
Malta

Merck Sharp & Dohme Cyprus Limited.
Tel: 8007 4433 (+356 99917558)
malta_info@merck.com
Nederland

Merck Sharp & Dohme BV
Tel: 0800 9999000

(+3123 5153153)
medicalinfo.nl@merck.com
Norge

MSD (Norge) AS

TIf: +47 3220 73 00
msdnorge@msd.no
Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
msd-medizin@merck.com
Polska

MSD Polska Sp. z o.0.

Tel.: +48.22.549.51.00
msdpolska@merck.com
Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700




Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +3851 66 11 333
croatia_info@merck.com
Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@merck.com
Island

Vistor hf.

Simi: + 354 535 7000

Italia

MSD lItalia S.r.1.

Tel: +39 06 361911
medicalinformation.it@merck.com
Kdnpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371.67364.224
msd_lv@merck.com

clic@merck.com

Rominia

Merck Sharp & Dohme Romania S.R.L

Tel: + 4021 529 29 00

msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386.1.520.4201

msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0

Tel: +421 2 58282010
dpoc_czechslovak@merck.com
Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom

Merck Sharp & Dohme Limited
Tel: +44 (0) 1992 467272
medicalinformationuk@merck.com

JIaTa HA I0CJIeHO NpepasriiekKaaHe Ha JHCTOBKATA

Jpyra u3TOUHHIM Ha HHGopMauws

Toxmpo6Ha nHdopMaLKs 3a T3l BaKCHHA € MpeJocTaBeHa Ha yebcalita Ha EBponelickaTa areHuys 1o

nekapctBata http://www.ema.europa.eu.

Hocoyenata nmo-noay HH(l)OpMallHﬂ € MpeaAHa3HA4Ye€HA caMo 32 MEAHMIIMHCKH CIeHaJIucTu:

UncTpyKIMK 3a pa3TBapsAHe

PaBTBop]/ITCJIﬂT € 6nc1'pa Oe31BETHA TEUHOCT. Hpe)m J1a ce CMECH C pa3TBOPUTENIAT, NPAXbT €

CBETJIOXKBIIT, KOMIIAKTHA KpUCTAJIOBH/IHA Maca. Koraro ce pa3TBOPH HAITBJIHO, BAaKCHHATA € Gucrpa,
XBbJITa TEUYHOCT.

He usnon3gaiite pa3TBOpEeHATa BaKCHHa, aKO B HEA CE 3a0es3BaT YacTUIIM WITH BUALT Ha 1paxa,
pa3TBOPUTEJIA WM pa3TBOpCHaTa BaKCHHa ce pa3nuuaBart OT ONUCaHUTE No-rope.

H3rernere usanoTo CbAbpKaHUE OT (1)J'I&KOHa € pa3sTBOPUTENA B CIIPHUHIIOBKA. HH)KGKTHpaﬁTC HAJI0TO

KOJIM4YECTBO pa3TBOPUTEN OT CIPHUHLOBKATA BBB (i)J'IaKOHa ChABpPXKA] Tpaxa. Jleko pasKiarere, 3a 1a
Ce pa3TBOpPU HANBJIHO. W3Ternere uanoro cCbaAbpKaHUE pa3TBOpEHa BAKCHHA B ChlllaTa CIIpAHUOBKA U
HH)KCKTHpaﬁTC UAJTOTO KOJIMIECTRBO.

AKo ca OCUTYPEHU JBE UTNTH! M3MON3BANTE €IHATA UTJIa 33 Pa3TBAPAHE HA BaKCHHATE, 4 ipyrarTa 3a
npunaraie Ha JMUeTo, KoeTo e obae BAKCHHUPAHO.

Hpenopra Ce BaKCHUHAaTa Jia c€ MpUIoxXu He3abaBHO crelt pasTBapsHe WK Ja ce CbXpaHiBa A0

8 yaca B XNaUITHUK, 3a Ja C€ HaMaJIu 3ary6aTa Ha HellHaTa aKTUBHOCT. H3XB'LpHCTe pasTBOpcHaTa
BaKCWHA, aKO HE C€ M3MOoJ3Ba A0 8 vaca.
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He 3aMpa3siBaiiTe pa3TBOpeHATa BAKCHHA,

HeunznonspaHusar MPOAYKT UM OCTATBYHOTO KOJIMYECTBO CIIEABA Ja C€ U3XBBPJIAT B ChOTBETCTBUE C
MECTHUTC U3UCKBAHUA.

Bmxre cbino Touka 3 Kak aa msnoassate M-M-RVAXPRO.
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