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KPATKA XAPAKTEPHCTHUKA HA TIPOJIYKTA

1. HWME HA JIEKAPCTBEHUSA ITPOAYKT

BAPHUBAKC npax u pa3sTBopuTeN 3a HHXXEKLHOHHA CyCIIEH3Hs B [IPEABAPUTENHO HAIbIIHEHA
CIIPHHLIOBKA
BakcuHa cpeuy Bapuuena ()xuBa)

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

2, KAYECTBEH U KOJITMYECTBEH CHCTAB

Cnen pastsapsine eana jgo3a (0,5 ml) ceabpixa:

Bupyc Ha Bapuuena*  Oka/Merck wam (kuB, aTeHIOUpaH) = 1350 PFU**

* IlpousseneH BbpXy HOBELIKH AMIUIOMAHHU KieTkH (MRC-5)

** PFU = nnakooOpa3yBally e IMHULIK

Tasu BakcHHa MOXeE Jia ChAbPXKa CleAH OT HEOMULMH (BX. TOUKH 4.3 u 4.4).

3a NbJIHUA CITHCBK Ha MOMOIHHUTE BELIeCTBA BHIKTE TOYKa 6. 1.

3 JEKAPCTBEHA ®OPMA

[Ipax u pa3TBOpUTEN 3a HHXKEKIIMOHHA CYCIEH3HS.

bsitn 1o moutH 651 npax v GUCTBP, Ge3UBETEH TEUEH PAa3TBOPHTEIL.

4. KJIUHUYHU JAHHH
4.1 TepaneBTHYHH MoOKa3aHHSA

BAPHBAKC e nokasaH 3a uMyHU3HpaHe cpelly BapHlie/a MpH JHLa Ha Bb3pacT oT 12 meceua (Bx.
TO4ku 4.2 u 5.1).

BAPHBAKC moxe aa ce npusiara npu kbpMadera Ha Bb3pacT oT 9 Meceua [PH CrieLlHaIHH
00CTOATENICTBA, B CHOTBETCTBUE C HALIMOHAIHHUSA UMYHH3ALHOHEH KaJIeHap MJIK B CJIy4Yad Ha eNnuaeMus

(BX. Touku 4.2, 4.4 u 5.1).

BAPHUBAKC Moxe aa ce npusiara 4 Npu MoAaT/IMBH HA 3apa3sBaHe JIULA, KOUTO ca H3JI0XKEHH Ha
Bapuuena BUpyc. MiMyHHu3auus B paMKUTE Ha 3 JHU OT U3/1araHeTo MOXE Jla PEAOTBPATH KIHHHYHO
MposABEHA HHQEKIHs UK []a TPOMEHH XoJa Ha HHekuuaTa. OCBEH TOBa MMa OrPaHHYEHH JIAHHH, KOUTO
[NOKa3BaT, 4€ MMYHH3ALHKATA 10 5 AHH ClIE[] H3/IaraHeTO MOXE [1a MPOMEHH XoJa Ha HHdeKkuuaTa (BX.
TO4ka 5.1).



4.2 [103HpOBKA H HAYHH HA NPHJIOXKEHHE

ﬂOSH POBKa

BAPUBAKC Ttpabpa na ce npunara B CbOTBETCTBUE C ucbuuﬁannme npenbp'ﬁ.;cn. |

Jivua Ha Bp3pacT NoaA 9 meceua
BAPHBAKC ue tpabBa na ce nmpunara npH nuna Ha B3pact noa 9 Mecena.

JIMUA HA BB3pacT oT 9 Meceua
Jluuara TpsaGea na nonyyat ase no3u BAPUBAKC, 3a z1a ce oCHrypy onTHManHa 3amuTa cpelmy

Bapuuena (Bx. Touka 5.1). -

o Jluia Ha BB3pacT oT 9 1o 12 Mecela .
B cityuai, ue MMyHH3aLMATA 3a04Ba Ha BB3PacT Mexay 9 1 12 Mecelia € Heo6xoauMa BTOpa 1034,
koATO TPAOBA /la Ce MPUIIOKH Cle] MHHHMANIH HHTEpBas oT 3 Mecewa (BX. Touxa 5.1).

¢ JIuna Ha Bw3pacT oT 12 Mecela 10 12 roauun
IMpy nuua Ha BB3pacT ot 12 Mecena Ao 12 roanHu Mexly MbpBaTa H BTOpaTa K034 TpabBa aa uma
HHTEpPBAJ OT ITOHE €AUH Mecell (BX. Touka 5.1).

3abenexcka: npunosicumume opuyuannu NPENOPLKYU MO2AM Oa 8aPUPAM 8 3ABUCUMOCT OM
Heobxo0uMocmma om eoHa A 0ee 003U U UKMEPBANa MeNCOy JO3UME HA BAKCUNY, CHOBVPACAWY Y
gapuyena.

Jlnua Ha BB3pact ot 12 Meceua no 12 roaunu ¢ acamnromatnara HIV undexuus [CDC Class 1] cBe
crenuduicH 3a eb3pactra CD4 + T-mumdounTteH npouent 225 % Tpabea Aa MONYYAT ABE AO3M, C
MHTepBal oT 12 ceaMuIM MeXAY TAX. | |

- JInua Ha BB3pacT oT 13 roAMHH U NO-FroJieMH
Jluua Ha BB3pacT ot 13 rognHu ¥ mo-roiteMu TpAGBa Ja noayyaT JBE A03M C HHTEpBAN OT
4-8 ceMHIY MeXAY TAX. AKO HHTEPBATBT MEXKAY AO3HTE HAABHIIABA 8 CeIMHIIM, BTOpATa 1034
TpA0Ba Aa Ce MPHIIOKHK BB3MOXKHO Hal-CKOpo (BX. Touka 5.1).

MMa HanmM4HA JaHHK 33 €DUKACHOCT HA 3AIHTATA 32 NIEPHOZ A0 9 FOXHHH Cle/l HMYHH3ALHATA (BK.
TO4Ka 5.1). Bhripexu T0Ba, HEOGX0AMMOCTT2 OT GYCTEpHH A03M BCE OLLE HE € OTpeAeIIeHa.

B cny4ait, ve BAPUBAKC 1pasa a ce Npuiioxku Ha CepOHEraTHBHU NALMEHTH Npeay nepuoa Ha
NnaHupaHa Uik Bb3MOXHE 6bJeia HMyHOCY IpecHs (TakuBa, KOHTO 0YaKBaT TPARHCIIAHTAIHA Ha OPTaHu
H KOHTO Ca B pEMHCHS OT 3JI0KaueCTBeHO 3a00ns1Bane), BpeMETO Ha HMYHH3aUUHTE TpA6Ba ga 6B e

cpofpa3eHo ¢ HATepBaNa Clle] BTOpaTa 4034, MPeAH OYaKBaHaTa MAKCHMA/Ha 3aI0uTa (BX. TO4KkH 4.3, 4.4
u35.1).

Jluncear AaHHM 33 €PHUKACHOCT Ha 3allUTaTa HIIH HMyHeH oTroBop kbM BAPUBAKC npn CEPOHEraTHBHY
JIHLA HAa BB3PAacT Hal 65 roguHH.

HaynH Ha NpUNoXeHHe

BakcuHaTa ce HHXKEKTHPA HHTPaMYCKyNHO (i.m.) WM NOAKOXKHO (8.C.).
[TpeanounTaHHTe MeCTa 3a HHXKEKTHPaHE Ca NpeAHO-IaTepanHaTa o6nacT Ha 6eApoTo NMpH No-Malku Aeua
1 00nacTTa Ha IENTOMAHHA MYCKY/ NPHU MO-TOJIEMH JeLa, IOHOIIH ¥ Bb3PacTHH, |
BakcrHaTa Tps#0Ba Aa ce Mpuaara NOAKOXKHO MPH NALMEHTH C TPOMOOLUTONEHHSA HitH Ap
Ha Koarynauusra.




JAA HE CE HHXEKTHPA BBTPECBIO0BO.

IIpeanasuu MepKH, KOUTO TpsiOBa J1a ce B3eMaT NMpeAy MaHHITYIALU HIIH NPHJIaraHe Ha NPOAYKTA: BHXKTE
TOYKa 6.0.

4.3 IIporuBomoka3zaBHAn

¢  CBpBXYYBCTBHTENHOCT KbM BCAKA BAKCHHA Cpelly BapHIIENa, KbM HAKOE OT MOMOLIHUTE BellecTsa,
u30pOCHH B TOYKA 6, MM HEOMHLMH (KOHTO MOXKe Aa 6bjie B OCTAThUHH CNERH, BXK. TOUKH 2 H 4.4).
*  KpbBHM ZUCKPa3uH, NEBKEMHA, TUMPOMH OT BCAKAKBB THIT MIIK APYTH 3/10KAYECTBEHH HEOIJIa3MH,
3acATallH XeMaTOJOrH4YHATa M THMPHATA CHCTEMH.
¢ Jlvua Ha HMYHOCYNIPECHBHA TEPANHA (BKITIOYHTENHO BUCOKH AO3H KOPTHKOCTEPOUIHN) (BXK.
TouKa 4.8).
¢ TexbK XyMOpaNleH MM KIeTh4eH (ITbPBUYEH UM NPHIOOHT) HMYHEH AedHuMuT, HarpUMeEp TexKa
kOoMOUHHpaHa HMyHHa HEAOCTATBYHOCT, aramMarnobyaunemua U CTTUH unu cuMntomaTuuna HIV
HH(ekuus, unu cneurduyeH 3a pbapacrra CD4 + T-mumMPOLUHTEH NPOLEHT TIpH Aclia Ha BB3pacT
non 12 mecena: CD4 + < 25 %; aela Ha BB3pacT Mexkay 12-35 mecena: CD4 + < 20 %:; neua Ha
BB3pacT MexAy 36-59 mecera: CD4 + <15 % (Bx. ToukH 4.4 1 4.8). .
o Jluua c pamunHa aHaMHE3a 32 BPOACHA HAM HACIEACTBEHA UMYHHA HEAOCTATEUHOCT, OCBEH KO HE e
AOKa3aHa UMYHHATa KOMNETEHTHOCT Ha MOTCHLHATHIA PELIUITHEHT HA BAKCHHATA.,
e  AKTHBHA HelleKyBaHa Ty0epKyJiosa.

Beaxo 3abonasane ¢ nosuieHa Temnepatypa > 38,5°C; senpeku TOBA MMO-HHUCKH CTONHOCTH Ha
MOBHIIIEHA TEMIIEpaTypa He ¢a IPOTHBONIOKA3aHUE 34 BAKCHHUPAHE,

*  bpemennoct. OcseH ToBa TpaGBa Aa ce H3barea 3abpeMenasade 1 Mecel( cren BAKCHHUpaHETO (BX.
TO4Ka 4.6).

4.4 Crnennajun npexynpexaeHHs ¥ NPeANA3HH MePKH NpH ynoTpeba
Mpocneaumoct

3a nia ce moAoOpH MpocaeAHMOCTTa Ha GHONOrMYHUTE JIeKapCTBEHH MPOLYKTH, HMETO H NMAPTHAHHAT
HOMEp Ha NPUIOKEHUs NIPOAYKT TpAOBa ACHO fa ce 3anmuchar.

KakTo npu BCHYKH HH)KSKUKOHHY BaKCHHH, BUHATH CJIEABA Ja Ce pa3nojara ¢ MOAXOLAIIO
ME/IHKAMEHTO3HO JieueHHE H HabMo/IeHHe B CiTyual Ha psA/ika aHAQUIAKTHYHA PEAKIMA C/le NIPHIAraHe
Ha BAKCHHATA.

KakTo 1 MpH ApyruTe BaKCHHH, HMa BEPOSTHOCT 32 PEAKLMK HA CBPbXUYBCTBUTETHOCT HE CAMO KEbM
AKTHBHOTO BELIECTBO, HO H KbM HAKOE OT ITOMOUIHUTE BEIECTRA, H3OPOCHH B Touka 6.1, HIH HEOMHLHH
(koHiTo MoXce 1a 6bAe B OCTATBHHH CNIEAH, BX. TOUxH 2 H 4.3). |

Kakro ¥ npu apyru Bakcurd, BAPHUBAKC He 3aliyTaBa HATBIHO BCHYKH JIHLA OT €CTECTBEHO
npuaoOuTa Bapuuena. KNHHHYHUTE HINUTBaHUA OLEHABAT epHKACHOCTTA CaMo 6 CeMHULHM ClieN
€AHOKpATHA 032 MpPH 3ApaBH JIMUA A0 12-roAMIIHA BB3PACT HIIH 6 CEAMMLM Cle BTOpaTa 034 IPH Mo-
Bb3PACTHH NAaLHEHTH (BX. Touka 3.1).

HMmynusanus Tpa6sa Aa ce 0OGMUCAM NPH MALMEHTH C ONPEAEICHH UMYHHH ASPULIATH, KOTATO MONZHTE
HaJIBHIIABAT pHcKOBeTe (Hanp. acumnroMariuuu HIV nuna, aedpuuunt Ha IgG noaxnac, spoieHa
HEYTPONCHHUA, XPOHHYHO rpaHyIOMaTo3HO 3abosaBaHe 1 Apyry JehHUMTHH 3a00aaBaHu).




CiTy4alt Ha KOHTAaKT, HAKOM OT Te3H MalHEHTH MOraT Ja Ce 3apasiT C BapHLENa, BhIIPCKH HABPEMEHHOTO
NPUIOXKECHHUE HA BAKCHHATA. Te3H nauneHTH Tpa6sa fa 6b1aT BHHMATENHO NPOC/EAIBAHH 3a IPH3IHALH Ha

BapHULIena.

Peuunuentute Ha BakcHHaTa Tpabea fa W30ArearT ynotpe6ara HA CATULIMIATH 22 NEPHOX OT 6 CeMHIK
caea BakCHHupaHe (BXK. To4ka 4.5). |

[IpenaBaHe |
Psiiko MOdXKe 2 ce MoABH cilyyall Ha NpefaBaHe HA BAPHLECTHHSA BHpPYC Ha BakcuHata (Oka/Merck ILam),

KOETO Aa € NPUYHHA 38 BAPHLE/IHA HHQEKLUA, BKIIOYHTETHO JHCEMHHUPAHO 3a6oNaBane MY
BAKCHHHPaHH JTHLA (KOUTO pa3sBUBAT WM HE Pa3BHBAT MOJOGEH HA BapHIIENa OOPDHB) H KOHTAKTHH,
MOAATAHBH HA BApHLIENa, KaKTO 3APaBH, TAKa H BHCOKOPHCKORBH NHLA (BX. TOYKa 4.8).

Ilopaax T0Ba, peLHNHEHTHTE HA BAKCHHATA TpAOBa Ja N30ArBAT, BHHAIH KOTATO € BBE3MOXHO, 6nu3Kku
KOHTAKTH C MOAATINBH BUCOKOPHCKOBH JTHLA 34 NIEPHOA A0 6 CEAMHULM Cle HMYHH3ALHATA.

B ciy4an, npH KOHTO KOHTAKTHT ¢ BUCOKOPHCKOBH JILA € HeH3bexex, npeau UMyHHU3aLHATA,
[IOTCHUHANHHAT PHCK OT NIpe/laBaie HA BUpyca Ha BaKCHHaTa TpA6Ba Aa ce NpeLieHH CrpsIMO PHCKa OT
NpuaoGHBaHe ¥ NpeAiaBaHe Ha BUPYC OT AMB THN (BiK. TOUKa 4.8).

[lopaTauBuTE BHCOKOPHCKORH JTHIlA BKIIOYUBAT;
® HMYHOKOMIIDOMETHpaHH JULA (BX. TOUKa 4.3);
o OpemeHHH xeHK §e3 JOKYMEHTHpPaHA MOOKKTEHA aHAMHe?a 3a BapHleNa HiIH n1abopaTopHH
AOKA3aTeJICTBA 3a npekapaHa HHpekua,
* HoBopozeHH OeGerta oT Maliky Ge3 HOKyMEHTHpaHa NOJNOKHTE/IHA aHAMHE3a 33 BAPHLENA HITH
N1abopaTOPHU AOKA3ATENCTBA 33 peKapaHa WHPEeKLUs.

Exuedanur

[Tpu noctMapxeruHrosara ynotpe6ara Ha XUBH aTeHIOHPAHH BaKCHHH Cpellly BapHlieNa nMa ChoOWeHus
33 eHUedanuT. [Ipu HAKONKO Cly4as TOBa 3a60/14BaNe € MPHYHHUAO JIETANIEH H3X0J, ocobeHo npu
HMYHOKOMNPOMETHPAHH NAaLMeHTH (BxK. Touka 4.3). BakcuHupanute/poautenyTe TpaGsa ga 6bmar
HHCTPYKTHPAHH fia OTHPCAT He3a0aBHO MEAHLIMHCKA ITOMOILL, aKO TE/AETETO HM CJie/l BAKCHHALHATA
HMAaT CHMIITOMH, NpeAnonarali eHuedanur, kato 3aryba uin HaMaIeHO HHBO Ha Ch3HAHHE, KOHBYJICHH
HMK aTaKcus, OpHAPYKEHH OT IMOBHLICHA TEMIIEPATypa U raBoboHue., "

Hatpuii

To3u nexapcTaeH NpoAyKT ChIBbpKa Mo-Manko oT 1 mmol (23 mg) HaTPHil Ha 1034 ¥ ce CYHUTA, He
NIPaKTHYECKH HE ChABPKA HATPHH.

Kanuit |
To3H nexapcTBEH NMPOAYKT ChABPXKA MO-MaIKo oT 1 mmol (39 mg) kanuit Ha 1032 U ce cuuTa, Ye
IPaKTHYECKH He CbABPkKA Kajuil,

4.5 B3anmopelicTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrH (pOpPMH HA B3auMoaelcTeHE

BAPNUBAKC e Tpafpa na ce cMecBa ¢ Apyra BAKCHHA WK ADYT NEKAPCTBEH MPOAYKT B ChIIATA |
COPHHLOBKA. JIpyry MHXKEKLIHOHHH BAKCHHH MM APYrH JIEKAPCTBEHH NPOLYKTH Tpa6Ba Aa ce npHaaraT
KAaTO OTAC/IHH MIKEKLMHU H Ha Pa3/IMYHH MECTa B TH/IOTO.

EJHOBPEMEHHO NPUTONKEHNE C IDYTH BAKCHHH

BAPHUBAKC ce npunara Ha MajKky fetla SAHOBPEMEHHO, HO Ha PA3IHYHO MACTO HA HHK He ,6"5 S
KOMOHHHpaHaTa BaKCHHA cpelily MOpOHNH, napoTUT M pyfeona, KOHIOrMpaHaTa BaKCHB4 aefnaph:f 57,
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KOKJIIOIU BAKCHHA H MTOJHOMHKENUTHATA NepOpasiHa BakCHHA. JIKNICBAT AOKA3ATENCTRA 38 IIMHHYHO
3HA4MMa pasivka B IMYHHUA OTTOBOP KbM HAKOH OT aHTHIEHHTE, KOTAaTO C& MPUIAraT eAHOBPEMEHHO C
BAPHBAKC, Axo xuBara BakckHa cpeuty Bapuuena (Oka/Merck mam) He ce npuara eAHOBPEMEHHO ¢
’KHBa BAKCHHA cpely Mop6unu, napotut # pybeona, TpaOBa aa ce cnassa UHTEpBaN oT 1 Mecel MexXAy

[IPUNIAraHETO HA IBCTE XXUBU BUPYCHU BAKCHHMU,

BAPHBAKC moxe J1a ce npunara e{HOBPEMEHHO ¢ ITHEBMOKOKOBA KOHIOTHPaHA BAKCHHA Ha Pa3IHYHK
MECTa Ha HHXXeKTHpaHe.

EanoepemennoTo npunoxenue Ha BAPUBAKC ¢ yeTHpuBaieHTHH, NETBANCHTHU M IISCTBAICHTHH
(audTepuituy, TeTaHyCHH U auenynapHy kokmowHy [DTaP)) Bakcuau He e OLICHEHO.

Hmynusanusta TpaGea aa 6vae oT/I0XKeHa 3a Hall-Manko 5 Mecela cyiefi KphBOMpPeIHBaHE HITH
TPaHC(QY3HA Ha Na3Ma M [IpH NpUIIaraHe Ha HOPMAJICH YOBELIKH HMYHOITOOYIHH HITH BAPHLIENA 30CTEp
uMmyHornobyaun (VZIG).

IlpunaraneTo Ha KPbBHH NPOAYKTH, CHABPXKAIIH aHTHTENA C BUPYC HA BAPHIIEIa 30CTEP, BKIIOYHTENHO
VZIG unu spyru uMyHorno6y IHHOBH ripenaparH, B paMkute Ha 1 Mecel cies, lpUIaraHe Ha
BAPHBAKC, moxe aa HaMany MMYHHHS OTFOBOP KbM BAKCHHATA H 10 TO3H HAYMH fa HAaMa/lu HelflHaTa
eduxacHocT npu 3awuTa. [Topaay ToBa, IpHIaraHeTo Ha HAKOM OT TE3M MPOAYKTH TpsaOBa Aa ce u3barsa
no 1 meceu cnen npunarane Ha BAPMBAKC, oceen ako ce npeneHH, ye BakCHHHUpaHeTo ¢ BAPHUBAKC e
OT CBIUECTBEHO 3HAYEHHUE.

PeuunueHTHTE Ha BaKCHHU TPA6BA Aa H30ArBaT ynotpebaTa Ha CATULIHIATH B NPOABIDKEHHE HA
6 ceaqmuuk cnen nMyHu3sauuata ¢ BAPUBAKC, ToH kaTo e foknaaBaHo 3a nossa Ha CHHAPOM Ha Pel
cned ynotpeba Ha canvuuaaTH no BpeMe Ha HH(EKLMA ¢ BapHIENa OT JUB THIL (BXK. TOUKA 4.4).

4.6 ®epraAauTeT, GpeMEeHHOCT B KBPMeHe

QepTHIHTET
He ca mpoeexaanud npoyuBaHHs NpH XXUBOTHH M0 OTHOLUIEHHE Ha PENPOAYKTHBHOCTTa ¢ BAPUBAKC.

BAPUBAKC He e oueHeHa OTHOCHO NOTEHLMANHATA I BE3MOXHOCT 38 yBpek/aHe Ha GepTHAnTeTA.

BpemeHHOCT |
bpeMeHHM xeHH He TpabBa Ja OpaaT BakcHHupanu ¢ BAPUBAKC.

He ca nposexnanu mpoyysanus ¢ BAPUBAKC npu 6peMeHHH XeHH.
Bbripexu TOBa, HE € YCTAHOBEHO yBpexKAaHe Ha IUI0/a, KOraTo BAKCHHHTE Cpetlly BapHuena ca Sunu
npunaraiy Ha 6peMeHu sxeHH. He ¢ u3secTHO ranu BAPUBAKC moxe aa yBpeau miona npH

Npuaarane Ha OpeMEeHHH HIIH Ja MOBIHAE BbPXY PenpoAyKTHBHATA CIOCOGHOCT.

Tpsbsa fa ce n3barsa sabpemennasane 1 Mecell cien HMyHu3aLusiITa, JKeHNTeE, KOUTO Bb3HAMEPABAT Aa
3abpemeHesT, Tpabsa ga GbaaT MoCHLBETBAHY a OTNOXKAT GpEMEHHOCTTA. |

KspMmene |
[lopaan TeopeTHHHHA PUCK OT MpeJaBaHe Ha BUPYCEH LllaM HA BaKCHHATa OT MaiikaTa Ha 6e6eTo,
BAPHBAKC obukHOBeHO He Ce Npenopsysa Npy Kbpmeluy Makku (BX, CbUIO TOUKA 4.4).
BakCHHHPaHETO Ha EKCIIOHUPAHH JKEHH ¢ OTPHUATENIHA aHAMHE3a 38 BAPHLIENa HIIM 33 KOUTO Ce 3Hae, ue
ca CepOHEeraTHBHH 3a BapHlena, TpsOBa Aa ce OLeHABa HRAWBUAYAIHO.




4.7 EdexTH BbpXy cnocoOHOCTTA 32 WIOpHpaHe H patoTa ¢ MAIUHHHA

He ca npoexaHu Npoy4BaHuA 3a eheKTHTE BbPXY CIIOCOOHOCTTA 3a wogupaHe U paboTa c MaILIHHH.
4.8 Hexenann jekapcTBeHH peaKIHH

a. Pe3ome na npoduaa Ha 6e30macHOCT

B KTHHHYHH U3MHTBAHUA 3aMpPa3seHH U CTAOUIHH B XJIAAMIIHH YCIOBUS (POPMH HA )KMBA BAKCHHA CpELLY
Bapuuena (Oka/Merck wam) ca npunoxxenu Ha npubnusutento 17 000 31pasu y4acTHHUM Ha BB3pacT

2 12 Mecewa, KOMTO ca [POC/IEACHHU 10 42 IHH cnea Beska no3a. JIMICBAT NPOsIBH HA MOBUILEH PHCK OT
HEXE/IaHH peakUHH npu ynotpebata Ha BAPUBAKC npu ceponosutuBuu nuua. [Tpodunst Ha
OesonacHOCT Ha BaKCHHATa cpelly Bapuuesna (xkuBa), cTtabHiIHa B Xaaaunnu yenosus (Oka /Merck LaM),
OOMKHOBEHO € CXOJIeH Ha npodHa Ha 6e30MaCHOCT MpH NMO-paHHH GOPMH HAa BAKCHHATA.

B aBoiiHoO cnsno, niauebo KOHTPONIMPaHO MpoyuBaHe cpea 956 3apaBH YHaCTHHUM Ha BB3pacT OT

12 meceua 10 14 roauHy, 3a 914 OT KOUTO € CEPOJIOrHYHO MOTBBPACHO, Y€ Ca MOJATIIMBH Ha BapHLEa,
CAMHCTBEHUTE HEXE/TAHH PEAKLIMH, KOMTO Ca HACTBIIHIIM CbC 3HAUMTENTHO MO-BHCOKA YECTOTA MPH
PCUHMTMEHTUTE HA BAKCHHA, OTKOJIKOTO NPH PELMIIMEHTHTE Ha rutauebo, ca 6oska (26,7 % cnpsamo

18,1 %) n 3auepsssane (5,7 % cnpamo 2,4 %) Ha MACTOTO Ha HHXKEKTHPAHE, U BapHLEIONOL06eH o0puB
U3BBH MACTOTO Ha HHXeKTHpaHe (2,2 % cnpsamo 0,2 %).

B knMHHYHO M3NHTBaHe Ha 752 neua e npunoxeHa BAPUBAKC MHTpaMyCKyJTHO HIIH [OAKOXHO.
OOt npodui Ha 6e30MacHOCT NpH ABaTa HAYHHA HA MIPUJIOXKEHHE € CPABHHM, BBIIPEKH Ye peakLuuuTe
Ha MACTOTO Ha HHXEKTHPaHE Ca NO-pe/ikH B rpynara ¢ i.m. uHxektupane (20,9 %) B cpaBHeH#He C
rpynara ¢be s.C. HHXekTHpaHe (34,3 %).

B nocTMapkeTHHroBO NpoyuBaHe Ha JKMBa BakCHHa cpely Bapuuena (Oka/Merck wam), MPOBEAEHO 3a
OLEHKa Ha KpaTkocpoyHaTa be3omacHoCT (npocneassane 3a nepuox ot 30 unu 60 auu) npu

npubausutento 86 000 neua Ha Bw3pact ot 12 meceua a0 12 rogunu, u npu 3 600 jikua Ha BBb3PacT
I3 roaMHH 1 MO-TONIEMH, HE ca ChOOLIEHH CEPHO3HH HEXEJIaHH PeaKLuH, CBbP3aHH C BAKCHHATA.

0. Taban4yeHn cnHCBHK HA HeXKeJIAaHHTE PeaKIHH

KJAHHUYHU IPOYYBAHHS

B KIMHHYHY NIPOYYBaHUA, DK KOMTO € OLIEHeHa IPHYHHHO-CIIEICTBEHATa Bpb3Ka (5 185 MalUeHTH),
CJICAHUTE HEXEJTAaHH PEaKLMH ca ChOOLIEHH! BbB BpeMEBA Bpb3Ka C HMYHH3ALUSATA:

HexenaHure PCaKIHH Ca MOAPEACHH 110 YECTOTA, KATO CE€ U3MOJI3BAT CJIEAHHUTE KaTCrOpHH.

MHoro yectH (2 1/10), Yectu (= 1/100, < 1/10), Heuectn (2 1/1 000, < 1/100), Peaxu (= 1/10 000,
< 1/1 000)

30pasu nuya Ha ev3pacm om 12 meceya 00 12 200unu (1 doza)

Hexenanu peakuuu YecroTa

¥ L | T, T .l-; J Fuf r'l' -H-E oo -|r|:_: : "'1._&'-"? . T ¥ . '!"h_. "'_._r_ ¥ {* T T N N - r .\E..- -fr.' % ."'..;.' " .:- .;-.-"; - .:.:.-:- . 3 _:‘:i :-f:: ...-".-':"1‘I.:F- f"‘.l_:..',. A ..r.-_' Hu y‘l'l"' JI.I -‘;1 h*‘% Ir}'-., -l':';f-l'
Hapywienus ha kpv6ma u numpnama cucmema 1
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JlumpoaneHonatus, TMMGOanCHHT, T&OMSGL{HTOH_&HHH
Hapywenwi na nepenama cucmema
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Hexesianu peakuun YecToTa
Hapywenus na ouume A L il
KOHIOHKTUBUT HEYECTH
OCTbp KOHIOHKTUBHT, ChJI3€HE, OTOK Ha KJIer1a4a, Ipa3HeHE peaKH
Hapywenus na yxomo u rabupunma | M RS
boJika B yX0T0 peaKH |
Pecnupamopnu, 2pvOnu u meduacmunaniu Hapyuenus R A il
Kawinua, 3amyiiBaHe Ha HOCa, PECIIUPATOpPHA KOHIeCTH S, pHHOpEH HEYeCTH
CHHy3uT, KuXaHe, 6e10ApoOHa KOHIeCTHs, PHHUT, XPHIIOBE,

| OponxuT, pecnHparopHa HHGEKUHS, THEBMOHHS Se—
Hapywenus na memabonusma u xpanenemo.
AHOpeKcHus HEYEeCTH
Hupexyuu u ungpecmayuu LA s By B
NHpeKkuHs Ha TOPHHS PECTTHPATOPEH TPaKT YECTH
["acTpoeHTepHT, OTHT, OTUTHC MeaHa, HapUHIUT, BapHLeaa, BUPYCHA
€K3aHTeMa, BHPYCHA HH}peKLus R
WHdpekuus, rpunonoaolbHo 3&601123&1{& peaKH
Cmmfamuo-upesnu HADYUICHUS s L2 B o e i o SrE e S o R
JuapHs, noBpbLIaHe HEYeCTH
KopemHa 6oiika, ragene, xemaTtoxesus, f38a Ha ycrara pelKH
Hapywienus Ha koscama u nodKox*cCHama movkamn e RSt
OOpuB, makyonarnyaoseH o6puB, Bapuuenonogobex oﬁpHB
(reHepaIM3upPaHo CPEHO S JIe3UH) ik
KOHTaKTeH IepMaTHT, epuTeMa, CbpOex, ypTHKapHs HEeYeCTH
3aqepBsBaHe, BE3UKYJIa, AaTOMHYEH JePMATHT, yPTHKApHS, KOHTY3HuH,
A€PMATHT, JIEKAPCTBEHA epy K3, Hﬂtpercunﬂ Ha Ko)kara EPAN

Hapywenus Ha MyCKYNHO-CKeNemnama cucmema u CoeOunumennama mokan. .

Qouju Hapywienus u epexmu Ha MACMOMO HA NPUNOCEHUE
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MyckynHo-ckeneTHa Goka, MUAJITHA, CKOBAHOCT pe,uxn
Cv00o6u Hapywenus el sy DRy :
ExcTpaBaszauus J:-emm

Tpecka MHOI'0O YeCTH
EpuTema Ha MACTOTO Ha HHXKEKTHpaHe, 0OpHB,
Oosika/uyBCTBUTENIHOCT/G0NE3HEHOCT, MOYBAHE U BAPULIETONOA00EH | YecTH
| 00puB (CpeaHO 2 JIe3HH HA MACTOTO HA HHKEKTHpPAHE)
ACTEHHA/yMOpa, €KXHMM03a Ha MACTOTO Ha HHXKEKTUPaHe, XeMaToM,
ynIIbTHsABaHe, oOpuB, 6e3rokoicTBO e
Ex3ema Ha MACTOTO Ha MH)KEKTHpaHe, Oy4Ka, 3aTOIUIsHE, YPTHKAPHA,
o0e3lBeTABaHE, Bb3NAJIEHHE, CKOBAHOCT, OTOLM/MIOAYBAHE, yCEIAHE | peAKH
3a TOIUIMHA, TOMJIHHA NPH ,u,onug )
Pa:}ﬂpaSHHTEHHDCT YeCTH
[1nay, 6e3cbHUe, HapyLlIeHUs Ha ChHS HEYeCTH

30pasu nuya na gvb3pacm om 12 meceya 90 12 200unu (2 003u, NPURONCEHU C unmepean > 3 meceya)

CneaHuTe CepHO3HK HEXENAHU peakLMH, CBbpP3aHH BPEMEBO ¢ MMYHH3ALHATA, Ca ChOGLIEHH [pH JIMLA Ha
BB3pacT oT 12 Meceua 10 12 roauHHu, nomyYnIu )KHBa BakCHHa cpelny Bapuuena (Oka /Merck mam)
Auapus, ¢pedpuiieH npunagbK, Tpecka, NOCTUH(EKLUHO3EH apTPUT, MOBPbLIAHE.



HecroTaTra Ha CUCTEMHUTE KIIMHUYHH HEXEJIaHH peakuuu ciaen sTopa go3a BAPUBAKC o6uKkHOBEHO €
noJobHa Ha WM MO-HUCKA OT Ta3u, HabJoJaBaxa npu mepBarta go3a. Yecrorara Ha peakLHUTE Ha

MSACTOTO Ha MHXEKTHpaHe (IPeAHMHO epHTeEMa H MOAYBaHE) € M0-BHCOKA Clel BTOpara J03a (BX.
TO4YKa 5.1 3a ONMHCaHHE HA MPOY4YBAHETO).

30pasu nuya na evspacm 13 u nogeye 200unu (bonwuncmseomo ca noayyunu 2 dosu ¢ unmepsean om 4 00

8 ceomuyu)

[IpHuHHHO-C/IeICTBEHATA BPb3Ka HE € OLEHEHa NPH JMLA Ha Bb3pacT 13 U MoBeye roJMHH, ¢ H3KIIOUeHHe
Ha CEpHO3HH HEXEJIaHU PEeaKLHH.
Bbnpeku T0Ba, B KIMHUYHH npoyuBaHus (1 648 yyacTHHLM) CleaHMTE peakuuHy ca BpEMEBO CBbpP3aHH ¢

UMYHH3aLUATA:

Hexesann peakunu YecToTa
Hapywenus na xoocama u noOxkojcHama moxan |
Bapuuesnonono6en o6pHB (reHepaiu3supaHo cpeHO
S JIE3UH)

OQbwju Hapywienus u echexmu Ha MACMOMO HA NPURONCEHUE
Temneparypa > 37,7°C u3MepeHa opajiHo, eputema

HECTH

Ha MACTOTO Ha MHXEKTHpaHe, 00JIE3HEHOCT u MHOIO YeCTH
[OAyBaHe

OOpuB Ha MACTOTO Ha HHXKEKTUpaHE, ChbPOEX H

BapHuenonoao0eH oOpuB (2 ne3uu Ha MACTOTO Ha YECTH
HH)XEKTHpPaHe)

EkX1MO03a Ha MACTOTO Ha HHXXEKTHPAHE, XEMaTOM,
| YIIbTHABAHE, H3TPBIIBAHE H YCELIaHe 3a TOMIMHA

XUIEPNUTrMeHTaLHs, CKOBAHOCT peaKH

HCYECTH

[locTMapkeTHHroBO HaOMIOAEHHE

Cnennure HexxenaHH peakliMH ca CbOOLUEHH CIIOHTAHHO BbB BpeMmeBa Bpb3ka ¢ BAPUBAKC no Bpeme Ha
[MOCTMApKETHHroBaTa ynorpeba B CBETOBEH Mallab:

Hexenaun peakunn”

Hapywenus na kpeema u numgpuama cucmema L D s o L e e

AmiacTHYHa aHeMus, TPOMOOLIUTONEHUS (Bmmqmenﬂo HnuonaTHqHa TpOMﬁDHHTOHEHH'—IHa nypnypa
W

(1diopathic thrombocytopemc purpura, ITP)) nnmcpaﬂemnamﬂ
Hapywenus na nepsnama cucmema - R A e o T N Y SRR AT Y

-

: { .,.“&,... ORI Tt TE R
[lepebpoBackynapeH HHUMAEHT, GeOpHIHU U Hetbeﬁpnnﬁu Kuﬂﬂyncnu CUHApPOM Ha ['uneH-bBape,
TpaHCBep3aJieH MHEJIHT, napanu3a Ha ben, atakcus*, CBETDB'&DTE)}C/ERMHHBEIHB [1apecTe3Hs, CHHKOI
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Pecnupamophu, 2peOHU U MeQUACMUHANHY HADYUIeHUA SR TR SR O e el s e




[IHEBMOHMUSA
Hapyuenus Ha kojcama u nodkoxchamamekay, o R
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Cunnpom Ha CTuBBHC-JDKOHCBH, epuTeMa My nTH(OpMe, mypiypa Ha XeHox-LoxnaitH, BTOpHYHHU

OakTepuanuy HHGEKLUHH HA KOXKATa U MEKHTE ThbKaHH, BKIIOUHTEHO LNy IUT
o , . A7 TE TR T e A TE : = ¥ 128 '.

Hidpexipuld wuindpecmayuu = v o B e i R o S R e R o

Exuedanut**, papuHrut, nHeBMOHHA*, BapHle/a (BaKCHHAJIEH 1aM), Xeprec 30CTep*+, acenTuyex

MEHHUHIUT e

Obuu Hapywenus u epekmu HA MACMOMO HA NPUIONCEHUe . e
Pasnpa3znenue

Hapywenus na umynnama cucmema e R R

AHadunakcus (BKIIOYHTENHO aHaUIAKTHYEH LIOK) U CBBbP3aHHMTE C Hesl ABJIEHHA KaTo AHCHOHEBPOTHYEH
OTOK, JIMLIEB OTOK, NepH(EPHH OTOLM U aHa(UIAKCHS MTPH JIHLA ChC HITH 6e3 aJlepriyHa aHaMHesa

T N e e

CmoMawHo-4pesHu Hapywienus, . - e R S TN e S S R
["anene, noBppLIaHe

" Toit KaTO Te3M peakiuy ca ChboOLEHH JOOPOBOJIHO OT HEOMpeAeeHa Mo roJleMHHa [Monynauus, He
BHHArH € Bb3MOXKHO J1a C€ OLIEHH HaAeK/IHO TAXHATA YECTOTA HJIH Aa Ce YCTAHOBH IIPHYHHHO-C/IEACTBEHA
BPB3Ka C HU3/1araHeTo Ha BakCHHaTa. CJIe/l0BaTENIHO, YECTOTATA Ha Te3H HeXENIAHH PEaKLUH ce ONpe/es
karto ,,C Heu3BecTHa yecToTa®,

* Te3n u3bpanu HeXKeNaHH peaKUHH, ChOBIIEHH 10 OTHOLIEHHE Ha KHBA BAKCHHA Cpelly Bapulesna
(Oka/Merck wam), cbiio ca nocneguua ot MHGEKUHMs ¢ BapHLena oT AuB THI. Hama UHAWKaLUA 3a
[OBHILCH PHCK OT TE3H HEXEJIAHH PEaKLMH Clie]l BAKCHHHPAaHE B CpaBHEHHE ChC 3a00/I1BaHE OT AUB THII,
CHOOLLEHH 10 BpeMe Ha AKTHBHH MOCTMAPKETHHIOBH NPOYYBAHHSA HIIH MIPH MACHBHO MOCTMapKETHHTOBO
HaOmogeHue (BXK. Touka 5.1).

* BikTe TOuKa B.

[TocTBakCHHAUMOHHUTE OOPHBH, NPH KOMTO € u3oaupan Oka/Merck mam, 06MKHOBEHO ca JIeKH (BX.
TOo4ka 3.1).

B. Onucanue Ha H30paHH HeXKeJIaHH peaKIHH

Cnydau Ha xeprnec 30CTep B KIMHMYHH IPOY4BaAHHUA

B KIMHMYHH U3MUTBaHKA ca choGIEeHH 12 ciyyas Ha xepriec 30cTep Npu 9 543 BaKCHHHUPaHH YYaCTHULH
Ha BB3pacT oT 12 Meceua 10 12 roauHu npu npocneassane ot 84 414 yosekoroauuu. Tosa npaBu
H34HC/ICHA 4eCTOTa OT noHe 14 ciyyas Ha 100 000 yosekoroauHH, B cpaBHeHHE cbe 77 ciiyyas Ha

100 000 yoBekoroauHu cnen uH(pekuus ¢ aus Tan Bapuuena. [pu 1 652 BaKCHHUPAHH YYACTHHLIH Ha
BB3pacT 13 1 noBeye roavHu ca choOLIeHH 2 ciyyas Ha xeprnec 3ocTep. Beuukure 14 Clly4as ca JIEKH U He
ca ChOOLLEHH MOCNAEICTBHA.

B npyro KJIMHUYHO MpoyuBaHe MpH JIHL@A Ha Bb3pacT oT 12 Meceua A0 12 roguHu, uMa 2 Cly4as Ha
Xeprec 30cTep, CbOOLIEHH B rpynarta, NoJly4n/ia eiHa 103a BAKCHHA, U HE ¢a ChOBLIEHH CJly4yau B rpymnara
C Z1B€ 103U. YYaCTHHLIMTE Ca NMPOC/IEAEHH B NMPOoAbKeHHe Ha 10 roguHu cien BaKCHHHPaHe.

JaHHUTE OT aKTHBHOTO HAabNIOAEHHE NPH [ela, BAKCHHUPAHH C XKHBA BAKCHHA cpelly Bapuuesa
(Oka/Merck wiam), u npocniesieHn B MpoAb/DKeHHe Ha 14 rOAMHY Cliel BAKCHHUDAHE, HE MOKA3BAT
yBeJIM4aBaHe Ha Y€CTOTATa Ha XepIiec 30CTep B CPABHEHHE C Jiella C IPeAX0AHA BAPHIIENa OT JUB THII B
e€pHoJa Npeau Ch3/laBaHe Ha BaKCHHATa. BNpekH TOBa, ABArOCPOYHHUAT e(EeKT Ha )KHBATa BaKCHHA
cpewy Bapuuena (Oka/Merck wiam) BbpXy uecToTaTa Ha Xepnec 30CTep MOHACTOALIEM HE € H3BECTEH (BX.
TOYka 3.1).

Y CII0OXHEHHS, CBbP3aHH C Bapuliesa



YCOXHEHHA 0T BAKCHHAIIHMA LIAM Ha BAPHLENa, BKIIIOYATENHO XEPNEC 30CTED H AUCEMHHHUPAHO
3abosBaHe KaTo acenTHYeH MEHHHIUT U eHUedauT, ca ¢chobLeHH npy UMYHOKOMITPOMETHPAHH U

HUMYHOKOMIIETEHTHH NHLa. Habmrofapanu ca HAKOIKO clyyas Ha eHUEQATHT ¢ NETAIeH H3XO0x el
- BAKCHHAIlMA € XHUBH aTCHIONPaHH BaKCHHH Cpelly Bapuuena, ocofeHo npH MMyHOKOMOPOMETHPAHH JTHIIA

(BX. TOUK2 4.4).

[Tpenasaue

B3 0CHOBA Ha H30JIKPaHH ChOGLEHN OT NOCTMAPKETHHIOBO HAGMIOAEHHE, BUDYCHT Ha BAKCHHATA PAAKO
MOdXe 1a ObAe NpeAaieH Ha KOHTAKTHHTE C BAKCHHUDAHH JTHUA, KOHTO Pa3sBHBAT MM HE Da3BHBAT
BapuLenonogobeH o0pus (BX. Touka 4.4), |

EfHOBpeMenHa ynoTpe6a Ha )KHBA BAKCHHA cpenty papuiena (Oka/Merck inam) ¢ Apyru NEAHATPHYHH
BaKCHHH
Korato xuBata BakcuHa cpeuty Bapuuesna (Oka/Merck wam) ce npunara CAHOBPEMEHHO C BAKCHHA CpeLy

MopOuiy, napoTHT, py6Geona (M-M-R II) Ha nuua Ha BB3pact ot 12 1o 23 Meceua, ce ¢h0O11aBa 3a
[MOBHLUICHA TeMnepaTypa (= 38,9°C; opaner exsuBanent, mexay O o 42 aHu cneq BaKCHHUpaHe) ¢
uecToTa 2640 % (BXK. cBlUO TOUKE 4.5).

r.  JIpyrH cnenquanHn nONYJANHH

HimyHokoMnpoMeTHpanu nuua (Bx. Touka 4.3)

B nocrmapkeTnHrosara ynorpeGa ce cbo6iuaba 3a HEKPOTH3HPALL PETHHHT NPH IIPHITOKEHHE BHPXY
HMYHOKOMITPOMETHPAHH JIHUA.

Crapyecka Bb3pacT
OnHTET OT KIHHKYHY U3MTUTBAHUSA HeE YCTAHOBABA pa3/¥KHu B poduia Ha Ge3onacHoCT MEXTY

Y4acTHHULH B CTapueCcKa Bb3pAcT (2 65 rOAMHH) H 0-MA/M YYACTHHILK.

Crobiuapate Ha IOA03MPAHY HEXENaHH peaKLHuy

'ChobluaBadeTo Ha MOAO3MPAHH HEXETaHH peakuHH Cle/l paspelnaBaHe 3a ynotpeba Ha nekapcTBeHus
POAYKT € BakHO. ToBa Mo3BoABA KA NPOABIKH HAOMIOAEHHETO Ha ChOTHOLHEHHETO NoJ3a/PHCK 33
NIEKAPCTBCHUA NPOAYKT. OT MEAMIMHCKUTE CIELHAIHCTH CE U3HCKBA 12 ChOGLIABAT BCSKA noAo3yupaHa
HEXKeNaHa peakuud 4pe3 M3mpaHnTeNHa areHIUs no JICKapCTBaTa, yin. ,Jaman ['pyep* Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebealit: www.bda.bg.

4.9 Ipenosnpane

Cpobiuasa ce 32 cnyyaliHo npunarase Ha Mo-BUCOKA OT NPENOPHUHTENHATA 1034 XKHBA BAKCHHA cpelny
Bapruena (Oka/Merck 1mam) (MHXekTHpaHa € No-ronsMa X034 OT IPENOPbYHTENHATA, TOCTABCHE €
NMOBEUE OT CAHa HHIKEKLUA UM MHTEPBATBT MEXKAY HIDKEKLHHUTE € I0-KPATHK OT NPENOpBUHTENHNA), OT
T€3H CITy4au ca CbOOLICHH CNECAHUTE HEXENAHH PEAKIMH: 3a4EPBABAHE HA MACTOTO Ha WH)XEKTHpaHe,
OonesHeHOCT, Bh3NANlCHHE; Pa3sAPa3HUTENHOCT, CTOMAUIHO-YPEBHM OIIAKBAHHAS (T.€. XemMaTeMe3Hc,
(heKaHO NOBPBILAHE, FACTPOEHTEPHT ¢ NOBPBILAHE H ANAPHUA); KAULIHLA H BHpPYCHA HHGeKuus. B HUTO
C[H4H OT CIy4auTe HAMA ABAroTpatiHy MoCneaCTBHS. . |

5, OAPMAKOJOIrHYHHU CBOHCTBA

5.1 ®dapmMakogAHHAMHYHHU cBOMcTBA

DapMakoTepanesBTHYHA rpyna: BUPYCHH BaKCHUHH ~— BapuueneH Bupyc, ATC kox: JO7B
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OLieHKa Ha KIMHUYHATA eUKACHOCT

Edpuxacnocm npu nuya na svspacm nod 12 meceya
KinnnuHarta epHKacHOCT He € OLICHeHa NPH HMYHU3aLMA, 3aM0MHATA HAa BB3PacT NO-Majko oT 12 Mecera.

Eonoxpamua do3za npu 30pasu ruya na ev3pacm om 12 meceya 0o 12 200unu

I1pu xoMOMHHpPAHH KIMHWMHK NPOYHBAHHS, U3MOA3BALLH NTO-CTapH (OPMH Ha KHBA BAKCHHA IPOTHB
papuuena (Oka/Merck wam), B 1o3u, Bapupaiu ot npubnusurtento 1 000 xo 17 000 PFU, Mo-rojaMara
HacT OT MAUMEHTHTE, MONYYHIIH XKUBa BakCHHa cpely Bapulena (Oka/Merck 1aM) ¥ M3noKeHH Ha
BHpYCa OT [MB THI, Ca HJIM HANTBJIHO 3ALUMTEHH OT BAPHLIENa, HIIH Pa3BUBAT HO-eka opMa Ha
3abonapaneTo. | |

[To-cneunanto, 3aluTHATA €PHKACHOCT Ha XKUBATa BAKCHHA CPEILy Bapuitena (Oka/Merck mam),
3anoysallia 42 AHH Cliefl MMYHH3ALHATA, CE OLIEHABA 110 TPH Pa3/IMYHK HAYHHA:

1) upe3 ABOIHHO cNAMO, MAaLE60 KOHTPONHPAHO HIMUTBAHE B NPOABIDKEHHE HA 2 roguuu (N . 956,
epuxacHocT 95 no 100 %; nekapcreena Gpopma, ceaspiaa 17 430 PFU);

2) upe3 OLIEHKA Ha 3alUTATa OT 3a60/11BaHe CNEA KOHTAKT B IOMAIUHH YCJIOBHS B npo,ﬁ'ﬁnmenue- Ha 7 1o
9 roaunu Habmoaenue (N = 259; eduxacHocr 81 go 88 %; NiekapcTBena opma, chabpxawa 1 000
9 000 PFU); n

3) upe3 CpaBHABAHE HA HUBATA Ha 3a60NABAHUA OT BapHile/ia B MPOABIDKEHHE HA 7 10 9 roAuHH npH
BaKCHHHPAHUTE CIIPAMO HCTOPHYECKHTE KOHTPOIHH JaHHHK OT 1972 no 1978 r. (N = 5 404; epuxacuoct
83 no 94 %; nexapcreeHa dopma, ceabpkawma 1 000-9 000 PFU).

ITpu rpyna or 9 202 nuua Ha BB3pacT OT 12 Mecena A0 12 roAMHH, KOHTO ca NOJYUYHJIH A033 OT )KHBa
BaKcuHa npoTus sapuuena (Oka/Merck wam), ca nabmonapanu 1 149 ciryyas Ha nadexuus (HacTLOHNH
noseue OT 6 CeAMHUUM CeA BAKCHHHPAHE) B NPOIbIKEHHE Ha NE¢pUOA Ha npocneasasane no 13 roaunu. Ot
Te3u 1 149 ciyuas, 20 (1,7 %) ca xiacudmunpanu kato Texku (6poit nesuu > 300, OpaJIHa TeNecHa

Temneparypa 2 37,8°C). [TocoueHute no-rope naHHH, CpaBHEHH C 36 % OT TEXKKUTE ClyyYaH,
HabI01aBaHY CEA HHQEKLMA C BUPYC OT AMB THI B HEBAKCHHHPAHHTE MPeaxXOAHH KOHTPOJH,
CBOTBETCTBAT Ha 95 Yo OTHOCHTE/HO HAMAIABAHE Ha JIeNa Ha TEXKHUTE CIly4aH, HaGNIOAaBaHH IpH
BAKCHHMPAHHTE, KOMTO €a NOAYYHIH HHEKUUS Cllel BAKCHHHpaHEe. |

- Ipodunakrnkata Ha BapuLeNa Upe3 UMYHU3ALHS A0 3 IHHM Clleq HANAraHe e U3CIeBaHa B JABE ManKH
KOHTPONHpPaHH H3NMUTBaHHA. [IbpBOTO NMpoyuBaHe nMoKa3Ba, ye HUTO eaHOo OT 17-Te Jela He e Pa3BHIO
BapHLleIa CJIE/L KOHTAKT B JOMalHK yCIOBUS, B cpaBHeHHe C 19 oT 19 HeBakcHHupaHn xoHTaKTa. BLB
BTOPO Mmianebo KOHTPOIMPaHO H3NHTBAHE 3a IPOQHIAKTHKA CJIE] U3taraHe, eHo oT 10 Jema BbE
BaKCHHA/IHATa Ipyna € pasBuio Bapuuea cnpamo 12 ot 13 B rpynata Ha nnane6o. [Tpu nexoHTponupaxo
H3NUTBaKe B OonHHYHA o6cTaHoBKa 148 yyacTHHLH, OT KOHTO 35 ca OMIH HMYHOKOMIIPOMETHpaHH,
nory4aBaT 032 BaKCHHA Cpellly Bapuuesa oT 1 10 3 JHH CNeR H3/1araHe U HUTO €IHH HE € Pa3BHlI
BapHLENA. |

[Ty6auxyBannTe faHHH 38 MpOQUNAKTHKA Ha BapHLena 0T 4 10 5 JHH ciel eKCHO3HLMATA ca OrpaHUYEHH,
B ABoftHo cnano u3nuTBaHe 26 nomaTiuBH GpaTs K CECTPH C aKTHBHA BapHLena ca paHIOMH3UpARH 3a
nnaue6o win BapuuenHa BakcHHa, B rpynata ¢ pakckHa cpewty apuiena 4 ot 13 neua (30,8 %) pazBuBar
BapHLena, OT KOHTO 3 Jlela ca BAKCHHHUpaHH Ha aeH 4 1o 5. Ho 3a6onasanero nporuya neko (1, 2 u

50 nesun). 3a pasnuka ot Tax, 12 ot 13 aeua (92,3 %) B rpynarta Ha iane6o pa3BUBAT THIHYHA Bapuiesa
(60 o 600 nesun). Crenosatenso, HMYHH3aLUMATA 4 JO 5 AHHU Cliell HanaraHe Ha BapHLENa MOXK  Ja ..
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MPOMEHH X012 Ha BCHYKH BTOPHYHH C/Ty4yaH Ha BapHIea. S Sl SN

Aeyxpamna doza npu 30pasu ruya na sespacm om 12 meceya 0o 12 200unu rfk Ao N
1 T B 1 -



B npoyusane, cpaBHaBawo 1 goza (N =1 114) u 2 no3u (N = 1 102), nmoctasenu ¢ HHTEpBaJ OT 3 Mecena,
OYaKBaHaTa e(PHKACHOCT CPely BCHUYKH TEXKH PEaKLHU KbM Bapuuena 3a 10-roguumnus NEepPHOa Ha
HabmopeHune € 94 % 3a 1 nosa u 98 % 3a 2 o3 (p < 0,001). KymynarksHaTa yecToTa Ha BapHLenaTa
npe3 10-roguinHKug nepuon Ha Habmogenue e 7,5 % cnen 1 posza u 2,2 % cnen 2 nosu. Tloreuero cnyvay
Ha Bapuuesa, Cho0LIeHH NPH PEeLHITHEHTH Ha | J03a Uu 2 103H, Ca JIeKH.

Hsyxpamna dosa npu 30pasu nuya na evspacm 13 u noeexe 200unu

aiTHaTa epUKACHOCT C/IEA ABE JO3H, MOCTABEHH ¢ HHTEPBA OT 4 WK 8 CeAMHLM NPH JIMLA Ha BB3pacT
13 u moBeue roAUHK € OLIEHEHa Bh3 OCHOBA HA KOHTAKTa B JOMALIHH YCJIOBHA B IIPOABJIKEHHE Ha 6 10

7 TORMHH CNE NOCTAaBAHE HA BAKCHHATa. CTEEHTa Ha KIHHUYHA epHKACHOCT BapHpa OT NPHONU3UTENHO

80 no 100 %.

HMyHOreHHOCT Ha XuBaTa BaKCHHa cpeuty Bapuuena (Oka/Merck wam)

Ednoxpamna 0o3a npu nuya na evapacm om 12 meceya 0o 12 200unu

KAHHHYHH NPOYYBAHHKS yCTAHOBABAT, Y€ HMYHOTEHHOCTTA Ha CTaGHIIHATA B XIa/HITHY YCIOBUA
NekapcTeeHa opMa e Nofo6Ha Ha MMYHOI€HHOCTT Ha NO-CTAPH JIEKAPCTBEHH (OPMH, OLICHEHH 3a
edHuxacHOCT.

Aokasano e, ue TUTEP 2 5 gpELISA eguxnuu/ml (gpELISA e Bucoko YYBCTBHTE/IEH TECT, KONTO HE €
HaJIHYCH B THPrOBCKaTa Mpejka) Ha 6-Ta CeIMHLA Cliell BAKCHHUPaHE, IPUGIHIUTENHO KOpenupa ¢
KIMHAYHATA 3alikTa. O0aye He e H3BeCTHO Aan THTBD * 0,6 gpELISA emuunun/ml KOpenupa ¢
OBATOCPOYHA 3a1IUTa. |

AYMODaJieH MMYHEH OTrOBOp NpPH JIHIA Ha Bb3pacT oT 12 meceua a0 12 roguHu
Cepoxonsepcus (GasupaHa Ha aHaNK3 TECT C FPAHMYHHE CTORHOCTH, KOATO OOHKHOBEHO ChOTBETCTRA HA

0,6 gpELISA eaunnmu/ml) e HaGmogapana npu 98 % ot 9 610 noaaTANBH NULA Ha BB3PacT oT 12 Meceua
A0 12 ropuny, kouro ca nomyuunu aosu ot 1 000 g0 50 000 PFU. TuTbp Ha aHTHTeNa Ha BapuLena
2 5 gpELISA eaunuun/ml ce nosessa npu mpubnusutento 83 % ot Te3u nuua.

[1pu nuua Ha BB3pacT ot 12 1o 23 mecena, npunaraHeTo Ha oxjaneka BAPUBAKC (8 000 PFU/no3a unu

25 000 PFU/no3a) uHAyLMpA THTPH HA AHTHTENA Ha BapHILeNa 2 5 gPELISA eaunnum/ml 6 ceqMuun cnen
UMyHHU3aLud, IpH 93 % OT BAaKCHHHPAHHTE NHUA. - -

XyMopasieH HMYHEH OTTOBOP NPH JMLA HA B3pacT 13 ¥ nopeye roauuu

Hsxonko knuHUYHN Npoy4yRaHuA C XKUBa BakCHHA cpeiny Bapuuena (Oka/Merck LaM) B A03H, BapHPaUIH
ot npubsmnsutenHo 300 go 17 000 PFU, nposegenn cpen 934 yuactHuum Ha 13 ¥ noBeve TOXMHH,

MTOKa3BaT MPOLCHT Ha CEPOKOHBEPCHA (THTLP Ha aHTHTENa Ha Bapuuena 20,6 gpELISA eaunnun/ml) cnen

1 no3a BakcHHa, Bapupaina ot 73 1o 100 %. [TpoueHTsT Ha MLATA © THTPH Ha aHTHTANO 2 5 gpELISA
- enuHuun/ml Bapupa ot 22 no 80 %. |

Cnen 2 npunoxenus Ha pakcuHa (601 nuua) 8 1034, BapHpauH oT npubanauTento 900 zo 9000 PFU,
NMPOLEHTHT Ha CepOKOHBEPCHA BapHpa oT 97 2o 100 %, a NpOLeHTbT Ha IMLATA C THTPH HAa AHTUTANIO

2 5 gpELISA eannuun/ml Bapupa ot 76 go 98 %.

Hsama naHHH 38 UMyHHH peakuun kbM BAPUBAKC npu Bupyc Ha Bapnuena-éoa:'rep (VZV) —
CEpOHETaTHBHH JIHIIA HA BB3PacT = 65 roguHH.

XyYMopaneH UMYHHTET CIIOPe HAYHHE HA MPHJIQKEHHUE ,
CpaBHHTENHO NMPOYYBaHe NpH 752 yYaCTHHLM, HA KOUTO € noctaseHa BAPUBAKC, 6o

HHTPaMYCKYJIHO HJIH IIOJKOXKHO, ITOKa3Ba CXOAEH Npodul Ha HMYHOI€HHOCT H ITPH ABATA H
NPHIIOKEHHE.,
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Leyxpamua 0o3a npu 30pasu ruya na evspacm om 12 meceya do 12 200unu

B MuorouenTtposo npoyusase 3apasu Aeua Ha p3pacT oT 12 mecena go 12 romamy ca noayuunu 1 no3a
BAPUBAKC unu 2 1031, punojxeH: ¢ HHTepBan oT 3 Mecena. PesynTaTnTe OT HMyHOrEHHOCTTA ca
NoKa3zaHU B cleABalnarTa Tabnuua.

BAPHUBAKC BAPHUBAKC
EnxokpatHa no3a HBykpaTHa fo3a
(N=1114)  (N=1102) ..
6 ceAMHLH cren 6 cenMuuu cneq nosa 1 | 6 cemMuum cnen nosa 2
_UMYHH3ALUA _ _ _ _ N
Huso Ha 98,9 % (882/892) 99,5 % (847/851) 99,9 % (768/769)
CePOKOHBEpCHS
TTPOLIEHT € THTHD Ha 84,9 % (757/892) 87,3 % (743/851) 99,5 % (765/769) |
VZV auturena=> 5
gpELISA enuunumn/ml
(HUBO Ha
CepOMpOTEKLHA) | S _ | _
CpeaHo reoMeTpHyHH 12,0 12,8 141,5
THTpH (gpELISA
exuHHUM/ml) _ _ _ _ L |

Pesynrarute oT TOBa poytBaHe ¥ APYTH NPOYYBaHMA, B KOHTO BTOPA [03a BAKCHHA Ce npyniara 3 go

6 ro/IMHHM Clell MbpBaTa 034, [10KA3BAT 3HAYHTENHO OBUIIABAHE HA 0TroBopa Ha VZV auTHTtenara c
BTOpaTa 103a. Hubata Ha VZV aHTHTena cneq 2 1o3u, PUIOKEHH B HHTEpBa oT 3 110 6 FOZIHHH, Ca
CPaBHHMH C TE3H, NONYHECHHU NPH NpHIIaraHe Ha 2 03K B HHTEpBaJ OT 3 Mecela. HUBOTO Ha
cepokoHBepcHa e npubnusurento 100 % cnen mepsata no3a u 100 % cnen BTOpaTta A03a. HuBoTo Ha
CepONpoTEKUHA Ha BakcHHaTa (2 5 gpELISA exunnun/ml) € npubnusurenno 85 % cien nbpBata 4 100 %
CII€A BTOpaTa 1033, & CPCAHMAT reoMeTpuyeH THThP (GMT) ce noBuwmasa cpeaHo npubnu3uTeIHO

10 meTH cnen BTopaTa no3a (3a Ge3omacHOCTTa BX. To4Ka 4.8).

AHeyxpamna doza npu 30pasu ruya xa evspacm om 9 do 12 meceya no 6peMe Ha nvpaoravarnama 8o3a
[NpoBeneHo € KIMHHYHO NPOyUBaHe ¢ KOMOUHHUPAHA BaKCHHA CPELLY MOpOuIH, napoTuT, pybeona u
Baphuena (Oka/Merck) (MMRYV), npunoxeHa no cxema ¢ 2 03H, KaTo A03MTe ca JageHu pe3 TpH
mecena npy 1 620 3apaeu nMLa, KOMTO ca Ha BB3pacT oT 9 Jo 12 Meceua 1o BpeMe Ha TbPBOHAYAIHATA
no3a.

[IpodumsT Ha Ge30macHOCT cnen npuiarade na 5o3a 1 i 2 06HKHOBEHO e CPaBHHM 32 BCHYKH BB3PaCTOBH
Ipynu.

I[TbIIHUAT aHANH3 (BAKCHHUPAHH JIMUA, HE3aBUCHMO OT TEXHHS H3XOICH THTBD H& aHTUTENA) TOKa3Ba, yue
HUBATa HA CEPONpPOTEKUMA ce nosHIuasar 1o 100 % ciea npunarane Ha 1034 2, HE3ABHCHMO OT BB3pacTTa
Ha BAKCHHHUpPaHH4 [IPH ITbpBaTAa R03a.
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Hpnpata Ha CepONPOTEKUHA H CPEAHO reoMeTpHyHNTE THTPH (GMTS) Ha BapHuena Py mhJIeH aHAIHM3 ca
NajeHyu B cheaBallata Tabnuua.

MMRYV sakcuna

MMRYV na:ccn-ﬂa

MMRY sakcuua
JTo3a 1 Ha 9 mecelia/ Ho3a 1 Ha 11 Mecena/ Jo3a | Ha 12 Meceua /
Jo3a 2 Ha 12 Mecena Jlo3a 2 Ha 14 Mecena Jo3a 2 Ha 15 Mecella
(N = 527) | (N = 480) (N = 466)
6 ceaMHLH Y ceqMHLM | 6 ceaMHUM | 6 cepMHLUM | 6 ceaMuud | 6 cemMHLY
cneanosal | cnennosa2 |cnexposal | cnennosa2 | cmexsosal | ciex mosa 2
HuBo Ha |
CEPONPOTEKLHA KbM |
Bapuuena [95 % CI] 93,1 % 100 % 97,0% | 100% 96,5% 100 %
(THTBD [90,6; 95,1] | [99,3; 100] | [95,1;98,4) | [99,2; 100] | [94,4; 98,0] 1 [99,2; 100]
> 5 gpELISA
eAHHHLM/ml) l _ _ 1
CpegHo
re““‘gf;’ﬁ,z“é‘l']‘"mp“ 12 321 15 411 15 481
(epELISA eauHHuu/ [12; 13] [293; 352] | [14; 15] [376; 450] [14; 15] [441; 526]
mi) ' ' -

Yemoiiuugocm Ha uUMyHHUS om2o8op
Eonoxpamna 003a npu nuya na 8vipacm om 12 meceya 00 12 200unu
B Tesu KIHHHYHY MPOYYBAHHA, BK/IIOYBALK 3APaBH YH4ACTHHLM Ha BB3pacT OT 12 Mecena a0 12 roauuy,
MPOCNICARBARM ABITO BPEME CIICA HMyHH3ALUSA C eJHOKPATHA 1033, OTKPHBAEMHTE AHTHTENA OT BapuLena
(8PELISA 2 0,6 enuuuun/ml) ca Hammunu B 99,1 % (3 092/3 120) Ha 1-Bata roausa, 99,4 % (1 382/1 391)
Ha 2-parta roguHa, 98,7 % (1 032/1 046) na 3-ta roauua, 99,3 % (997/1 004) Ha 4-ta romuua, 99,2 %
(727/733) Ha 5-ta roauna u 100 % (432/432) na 6-Ta roguHa cies AMYHH32LHA.

Heyxpamua dosza npu nuya ra evspacm om 12 meceya 00 12 200unu
B npoawmxenue Ha 9 roauiiHo npocneassane, GMTSs ¥ NPOLEHTHT Ha NHIATA C THTPH Ha VZV anTutena
2 SgpELISA ennnuuu/ml npu nonyuunute 2 A03M ca NO-BHCOKH OT TE3M NpH nNonyyHnure 1 xosa npes
’bpBATa TrOAWHA OT NEPHOAA HA MpPOCAEAABAHETO M Ca CPABHUMH IO BpeMe HA LENHS NEepHOn Ha

npocneassane. KyMynatusHaTa 4ecToTa Ha nepcucTHpaHe Ha VZV aHTHTENa M TIpH JABETE CXEMH OCTABa
MHOTO BHCOKa Ha 9-Ta roauHa (99,0 % 3a rpynara ¢ 1 go3a u 98,8 % 3a rpynara ¢ 2 203u).

JIuua Ha Bb3pacT 13 roZilHHK ¥ no-ronemMu

B KTHHHYHU NPOYYBaHAS, BKIIOYBALIK 3APABH YYACTHHUM HA B3pacT 13 roguHU U [I0-FOJeMH, KOUTO Ca
MONY4HNIH 2 I03H BaKCHHA, OTKPHBAEMHUTE aHTHTeNa oT Bapuuena (gpELISA > 0,6 eaunuum/ml) ca
HanH4HH B 97,9 % (568/580) na 1-sata ronuna, 97,1 % (34/35) ) na 2-pata rogusa, 100 % (144/144) na
3-ta roauna, 97,0 % (98/101) ua 4-ta roguna, 97,5 % (78/80) ra 5-1a roguna 1 100 % (45/45) Ha 6-1a

rOAKHA ClieN HMYHH3aLHA.

Habmronasa ce nosuuiasare Ha HUBATA HA AHTUTENIATA IPH BAKCHHHPAHHTE C/eX H3Narake Ha BapuLena
OT AUB THII, KOETO OH MO0 fa 06ACHH OMEeBHAHOTO ABITOTPaiHO 3ana3BaHe HA HUBATA HA aAHTHTENATA
CNeA BaKCHHHPAHETO B TE3HM NpOy4BaHHs. Y CTOHYHBOCTTA HA HMYHHMSA OTTOBOp CJie/ MPUIaTaHe Ha XKHBa
BakCHHa cpeuty Bapuuena (Oka/Merck wam) npH OTCECTBHE Ha yCHIBALL ASHCTBHETO 1AM OT JHB THII €

HeH3BeCTHaA (BXK. TOUKa 4.2).

G -~
_ ﬁtﬂlhifq f?a N
ViMyHHarta naMer € AeMOHCTpHpaHa upe3 npuiaraHe Ha 6ycrep A03a OT *HBa Baxcﬁfr@?wfa t@%&,
(Oka/Merck wam) 4 1o 6 roauHH cnes nbPBOTO BaKCHHHpaHe npH 419 nuua Ha Bﬁa T OT. fmy S,
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17 roauuy no Bpeme Ha mbppara Hrkekuna. GMT npeau G6ycrep nosata e 25,7 gpELISA eaunuum/mi u
ce ysenuuasa A0 143,6 gpELISA eaunnumn/m| npubnusurento 7-10 quu cnen Oycrep ro3ara.

EdexTRBROCT HA XHBATA BRKCHHA cpewny Bapanena (Oka/Merck umam)
HeunTepBeHIHOHATHY MPoy4BaHua 3a ABArOCpoyHaTa ebekTuBHocT Ha BAPUBAKC

JlanHUTE OT IBe HEHHTEPBEHLIMOHATHY TPOYuBaHUA Ha eeKTHBHOCTTA, npoBeacHH B CAILL,
OTEBLPAAABAT, HE ITMPOKOMALAOHOTO MPHIIOKEHKE HA BAKCHHATA CPELLy BapHLIeNa HaMaliBa pHCKa OT
Bapuuena ¢ npubnusnTento 90 %. OcseH ToBa, Ta3u 3aIUKTA NPOALIKABA Hal-Manko 15 TOAMHHA KakTo
[TPH BAKCMHHPAHH, TaKa U IpY HEBAKCHHHUPAHH NHLA. JlaHHHUTE CBILO TaKa IPEeANosiarar, ye
BaKCHHUPAHETO CPEULy Bapullesa MOXe /1a HAMaTH PHCKA OT Xeprec 30CTep NpK BAKCHHHPAHUTE KA.

B mepBOTO MPOYYBaHE, ABATOCPOUHO MPOCNIEKTHBHO KOXOPTHO NPOYYBAHE, OKONO 7 600 neua,
BaKCHHKPaHH 1pe3 1995 r. ¢ BakCHHa cpelly Bapauena npes BTopaTta roAMHA OT )KHBOTA HM, Ca
NpOCNCACHH aKTHBHO B NMPOABL/DKEHIHE HA 14 FOAHHY, 32 a Ce OLIEHH HATMYHETO Ha BapHUENa U Xeprec |
3octep. 1o kpas Ha npoy4saHeTo fipe3 2009 r. e n3secTHo, 4e 38 % OT nMpoy4BaHUTE Aeua ca MOMyYHIK
BTOpa /1032 BakCHHa Cpellly Bapuuena. Tpadsa na ce otbenexw, ye npes 2006 r. B CALL ce npenopnusa
BTOpa [03a BaKCHHA cpellly Bapuuena. [Ipes uenns nepuos Ha nmpocnensBane 3a601€BaeMOCTTA OT
BapHLe/a € MpHOIH3HTENHO 10 MBTH NO-HKCKA Cpefl BAKCHHUPAHHTE, OTKOJIKOTO NPY ACUa Ha ChUATa
BB3pacT B MepHOAa PEH HMYHH3ALMATA (OLUEHEHAaTa eeKTHBHOCT Ha BAKCHHATA Mpe3 NMepruoa Ha
npoyusaHeTo € MexAy 73 % u 90 %). ITo oTHOLIEHHE HA Xeprec 30CTEP Ca HANHLE [10-MAJIKO crnyyau Ha
XEpIec 30CTEp CpeJl BAKCHHHPaHHUTE CPeLy BapHliena 10 BpeMe Ha MEPHO/A Ha NPOoCIeAsBaHe,
OTKO/IKOTO C€ 04aKBa Bb3 OCHOBA HA YECTOTATA MPH JieLia Ha ChIIATA BH3PACT C MpeKapaHa Bapuuea OT
AWB THII IO BpEME HA MEPHO/A NMPEAH Ch3aBaHe Ha BakCHHaTa (oTHocuTeneH puck = 0,61, 95 % CI 0,43—
0,89). CayuanTe Ha mpo6MB Ha BapUIENa H 30CTEp OGHKHOBEHO Ca JIEKH.

BbE BTOPO NBIrOCPOMHO HEHHTEPBEHLMOHAIHO NPOYUBAHE Ca IPOBEAEHH MET KPBCTOCAHM NPOYYBAHHA
34 9eCTOTaTa Ha BapHULEC/a, BCAKO €AHO IIPH Cnyvalina u3ssaaxa ot npubnusurento 8 000 nena u :oHOMmH
Ha BBE3pacT OT 3 A0 19 ropuui, B npoabmxenne Ha 15 rogunu, ot 1995 r. {ipeny cr3aasaHe Ha
BakcHHaTa) o 2009 r. PesynTatute noxassar nocTeneHHO HaMaNsgBaHe HA YECTOTATA HA BapHUlLena ¢
06mo 90 % mo 95 % (npubnusurenno 10-20 nbTH) oT 1995 1. 10 2009 . BHB BCHYKH BBH3PaCTOBH IPYIIH
KaKTO Ipd BaKCHHHPAHUTE, TaKa H NIPH HeBaKCHHUPAHHUTE JieLa H oHOUH, OCBEH TOBA, IPH BCHYUKH

Bb3paCcTOBH IpYNH e Hab/M0aBa HaMANEHHE Ha CITyHYanTe Ha XOCNHTANH3ALUA IOPAaLK BapHLIENa ¢ 0KOJIO
90 % (npubnusurenno 10 nuTH).

ENHOBpEMEHHO NPHAIOKEHUE

B ABo#HO-CANO, KOKTPONHPAHO C AKTHBEH CPABHUTENEH NPOAYKT npoy4saHne (IIporokon V114-029),
1 720 3apaBu KbpMayeTa ca paHAOMH3IUPAHH Aa [TOMyHaT Vaxneuvance (15-BafeHTeHa NHEBMOKOKOBa
KOHIOrMpaHa BakcHHa (pneumococcal conjugate vaccine, PCV)) unu 13-panenta PCV. KspMmadetara
CBLIO Taka ¢a MONYYH/IH CTAHAAPTHH NEAHATPHUHH BaKCHHH, BKMIOYKTENHO BAPUBAKC, kosto e
[TPHIIOXKEHA CAHOBPEMEHHO C MHEBMOKOKOBA KOHIOTHPaHa BAKCHHA Ha Bb3pacT ot 12 a0 15 Mecena.

5.2 @apMaKOKHHETHYHH CBONCTBA

Ja BAKCHHHMTE He Ce H3UCKBA OLIEHKA HA (PApMaKOKHHETHYHHTE CBOACTRA.

5.3 [IpeakNHHHYHA RaHHH 32 ﬁesonacﬂo-c'r

He ca npoBexxaany TpaguuHOHHH NPEAKIHHUYHH [IPOYYBAHHS 3a Ge30MacHOCT, HO

cbobpaxkeH s, CUNTAHM 3a Pe/IEBAHTHH 33 KIHHUYHATA 0e30MacCHOCT H3BLH NatH
pasaeny Ha KXIT1. -
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6. QPAPMAINEBTHYHHA JAHHHU
6.1 Crnacbk HA NOMOIIHHATE BEIIECTBA

I[Ipax:

3axapo3a -

XHAPOMH3HPaH KeNaTHH
Ypes

Hatpues xyopua
Mounonarpues L-rnytamMar
bessoneH gunarpues docdar
Kanues gauxuaporen docdar
Kanues xnopua

3a uHdopMallls OTHOCHO OCTATBYHHTE BEIECTBA BIXKTE TOukH 2, 4.3 1 4.4.

Pasmeopumen:
Bona 3a HHXeKIiHH

6.2 HecnBMecTAMOCTH

Bakcunara He TpabBa Aa ce cMecBa ¢ npyrﬂl NeKapCTBEeHH npo.uymﬁ.
6.3 Cpok na ropsocr

2 roAHHH

Cnen pekoHCTHTYHpaHe BakcHHaTa TpsGBa f1a ce M3nMon3Ba HezaGaBHo. Bee nak, cTabuIIHOCTTA e
ACMOHCTPHpaHa 3a 30 MUHYTH Mexny +20°C u +25°C. -

6.4 Cnenrannn ycJOBHA HA CHXPaHCHHE

Hla ce cuxpausBa H TpaHcnopTHpa B XnagwtHHUK (2 °C - 8 °C). Chxpaussalite ¢nakoHa B KapTOHEHAaTAa
ONaxoBKa, 3a Jia Ce NpEeAnasH OT CBET/INHA. |

Ja He ce 3ampa3saBsa.
3a ycnoBHATA HA ChXPAHEHHE Clea PEKOHCTHUTYHpAHE Ha JIEKAPCTBEHHA NMPOAYKT BHXKTE TO4YKa 6.3,
6.5 BnjaucuabpKanHe HA ONAKOBKATA

Praxon
[1pax BbB QnakoH (CTbKIO THN I) cbe 3amywanka (6yTHIOBa rymMa) H OTHYNBALIA CE KaNayKa (amymuHuR).

Ilpedeapumenno nanvanena cnpunyosxa
Pa3sTBOpHTEN B NpeBAPHTENHO HAITBIIHEHA CIIPHHLIOBKA (CThKNO THN [) ¢ GyTano (6pomo- nnu
XJIopoOyTHNIOBA rYMa) H Kanadka (cTapeH-GyTagueHoB Kayuyk), 6e3 uria.

Pa3TBopHTen B IPeABapHTENHO HAITBIIHEHA CIIPHHLOBKA (CTBKJIO THI I) ¢ Oytano (6poMo- uiy
XJI0poOyTHIOBA IyMa) H Kana4ka (CTHpeH-6YTaiHeHOB kKayqyk), ¢ 2 OTACTHH HIJIH B

OnakoBKa 0T efiHa U JieceT 103H.

He BcuykH BH/I0BE ONAKOBKH MOraT Aa 6bAaT mycHaTH B npoaaxsa.
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6.6 Cnenuajisn npeANa3HH MEPKH NPH H3SBLPJAHE H paboTa

[lpenn pekOHCTHTYHpaHe (GakOHBT ChABPXKA 0N X0 MouTH 64N Npax, a NpeIBAPHTENHO HAITBIHEHATA
CHPHHLIOBKA ChbABPXKA GHCTBD, BesnpereH TeueH pasrBopuTes. PekoHeTHTYHpaHaTa BakcHuA

- IpeacTasssa OHCTpa, Ge3useTHa A0 ONef0XKb/ITa TEHUHOCT.

M3barsaliTe kOHTAKT ¢ Ae3UH(EKTAHTH.

3a na peKOHCTHTYHpPATE BAKCHHATA, H3M0/3BalTe CaMO Pa3TBOPHTENA, pefocTaseH B MPEABAPHTENHO
HallbJIHEHATA CIIPHHLOBKA.

BajcHo € na ce U3MON3BAT OTACNHH CTEPHIHH COPHHLIOBKA K HIJIa 38 BCEKH MALUEHT, 33 A Ce
NPEAOTBPaTH NPeARBAHETO Ha HH(PEKLIHO3HH areHTH OT €HH YOBEK Ha APYT.

Enna urna Tpabsa fa ce 3101382 32 pEKOHCTUTYMpAHe, a OTAE/HA, HOBA UIIa - 33 HHXXCKTHpAHE.

Yxazanun 3a npuzomesne na eéaxcunama

3a na npukpenuTe HriaTa, T4 TpAOBa Aa ce MOCTaBM 3APaBo Ha BbpXa Ha CNPHHLIOBKATA M Aa ceofesonacu
ypes 3aBbPTaHE.

HuxexTrpaliTe UANOTO ChabpaKaHHe HA NPEIBAPUTEIHO HAIIBIHEHATA CNPHHLIOBKA BBB (JIaKOHa,
CbAbpXaill Npaxa. BHUMaTenHo paskiatere, 3a Ja ce cMecu gobpe.

PexoHCTHTYHpaHaTa BakcHHA TpA6Ba [a ce NPOBEPH BU3YAIHO 33 HAJIHYHE HAa YyKIH YaCTHIH M/HIH 3a
OTKIOHEHHS BbB BLHIUHHA BUJ. BakcuHara ne Tpabea ja ce u3nonssa, ako ce 3a6e13BaT YaCTHLM WIH
aKO, C/I€A PECKOHCTHTY HPAHETO, BLHUIHHUAT BHA He e OHCTpa, OeslBeTHA 110 6/1ea0 X BITA TEYHOCT.

IlpenopbanTento e BAKCHHATA Ja ce MPHJI0KHE He3a6aBHO cen PEKOHCTHTYHpPAaHETO, 3a Aa ce
HAMAJIH 10 MEHHHYM 3ary0aTa Ha HeliHATA AKTHBHOCT. H3xBBLp/eTe peKOHCTHTYHpaHATA BAKCHHA,
aK0 He ¢e NPHJIOKH B paMKHTe HA 30 MUHYTH.

He 3aMpassiBaiiTe peKOHCTHTYHpAaRATA BAKCHHA.

Hsternere uanoto ceAnpxanue oT GakoHa B CHPUHLOBKA, CMEHETE MITIaTa U HHXKCKTUpaliTe BaKCUHATA
MORKOXKHO HIIH HHTPAMYCKYIHO.

Heusnoaspanusat AekapcTBeH NPOAYKT UM OTNATLYHHTE MATEPHAIH OT HETO TpsA0Ba Aa ce U3XBBHPNAT B
CBOTBECTCTBHEC ¢ MECTHUTE UZHCKBAHHA., |

7. IIPUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEEA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

8. HOMEP(A) HA PASPELILIEHHETO 3A YIIOTPEBA

Peructpauvonen Ne 20190187
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9. AATA HA HBPBO PAIPEHIABAHE/TIONHOBABAHE HA PAIPEIIEHMETO 3A |

YIIOTPEDBA

Jara Ha nepBO paspelnapane: 21 asrycr 2019 r.
flata Ha nocnaeAHo NOAHOBABaHE: 26 okToMBpyu 2023 r.

10. JTATA HA AKTYAJIM3UPAHE HA TEKCTA
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