NHOOPMALUA 3A IT'PAKIAHU

EBponeiickara arenuus no Jekapcrsara (EMA) npeanpuemMa 100bJIHUTETHO U3SICHSIBaHe

Ha Npo¢uJia Ha 6€30MACHOCT HA BAKCHHHTE Cpelly YoBelKkn nanuiaomen supyc (HPV)

EBponeiickara arenmus no jgekapcrBara (EMA) 3amodBa mpepasriiexaHe Ha BaKCHHUTE
Cpelly YOBELIKH ManuIOMEH BUPYC, 3a Ja U3SICHU JIOMBIHUTEIHO HSIKOU €JIEMEHTH OT Ipoduia
UM Ha 6e3omacHoCT. [ocera Te3u BaKCUHHU ca MPHJIOKEHHU MPH OKOJIO 72 MUIMOHA TYyIIH B CBETA,
BCJICICTBHE HAa KOETO C€ OYakBa Ja ObJaT MPEAOTBPATEHU MHOTO CIy4Yau Ha IEPBHUKAJICH PaK
(pak Ha mwMiikaTa Ha MaTKaTa) KaKTO U Pa3IMYHU JPYTH BUJOBE pak U 3a00NsIBaHMs, TPUYMHEHH

OT YOBCIIKH ITAITMJIIOMCH BUPYC.

PakbT Ha mmiikaTa Ha MaTKaTa € YETBBPTHUSAT IO YECTOTA PaK, KOMUTO MPUIUHSIBA CMBPT
IIPH JKEHUTE 10 cBeTa. MiMa JeceTku XWISsIU CMBPTHH CIIy49ad TOJUIIHO B EBpona, He3aBHCHMO
OT CBIIECTBYBAILUTE MMPOrPaMH 32 PaHHO OTKpUBaHE. T0O3M Mperiyie] He MOCTaBs M0Ji ChMHEHHUE
(dakra, ye mon3ute or HPV BakcHMHUTE HAABHUIIIABAT PUCKOBETE.

be3omacHocTTa Ha TE3W BAaKCHHHU, KaKTO W 0O€301IaCHOCTTA HAa BCHUYKH pa3pelIcHH 3a
yrnorpeba JeKapcTBEHW TPOAYKTH ce HabmomaBa ot Kommrera 3a oOIleHKa Ha pHCKa B
mpociensBaHeT0 Ha JekapcTBeHata OesomacHocT — PRAC. Hacrosimoro mnpepasriexiaHe
neTaiiHo me ce (oKycupa BbPXY HAIMYHHUTE JIAHHU, CBBP3aHHM C PEIKU CHOOIIECHUS 3a JBE
0O0JIECTHU CHCTOSHMSL:

1. Kommiekcen pernonainex 6oikoB curapom (CRPS) — chcTosiHME, XapaKTepH3HpaIio
ce ¢ MPOBIDKUTENHA, XPOHUYHA 0OJIKa B KpaHUIUTE;

2. Cunapom Ha moctypanHa oproctatmuna taxukapaus (POTS) — cwcrosHue,
XapaKTepu3npanio ce ¢ HEHOPMAJIHO y4YeCTsBaHE Ha ChpJIEYHATa JACWHOCT NMPH W3IPABSIHE WU
csijaHe, KOETO BOAM 0 3aMaiiBaHe, MpUMaJsIBaHE, KAaKTO W TaBO0OJUE, OOJKH B T'bPAUTE H
cJ1aboCT.

CrpoOrieHus 3a Te3u J1Be 0OJECTHU CHCTOSHUS NMpH BakcuHUpaHu ¢ HPV BakcuHa muaau
MOMHYETA Cca Pa3TJISKIAaHU B X0Jla HA PYTHHHOTO HalOoieHne Ha O6e3omacHoctta oT PRAC, HO
MEXJy TSIX ¥ BaKCHHATa HE € YCTaHOBSIBAHA MPUYMHHO-CIICJICTBEHA BpB3Ka. M BeTE CHCTOSHUS
ce HaOI0aBaT M MPU HEBAKCUHUPAHU JIUIIA, 3aTOBA € BAXKHO J1a C€ MPOYYH JOMI'BIHUTEITHO AU
OpoAT Ha clTydauTe, JOKJIQJABAHU CIIe/I BAKCHHUPAHE € MO-TOJISIM OT HOPMAaJHO OYaKBaHUs OpOH,
HE3aBUCHMO OT BAaKCHHHUPAHETO.




B cBos mpernen PRAC mie m3non3Ba Hail-HOBUTE HAyYHU IO3HAHUS, BKIIFOYHTEIIHO
MPOYYBaHUS, KOUTO Morat jaa usscHat yectorara Ha CRPS u POTS cnen Bakcunupane ¢ HPV
BaKCHHA WJIM JIa OTKPHST HIKAKBa MPUYMHHO-CIIC/ICTBEHA BPh3Ka C BAKCHHUPaHETO. Bb3 ocHOBa
Ha To3u mperiies, KoMUTETHT Ie pemu Jajiav Ja Npernopbya MPOMEHH B MH(pOpMAIUsATa Ha
BaKCHHHTE, 3a MO-100pa WH(DOPMHPAHOCT HA MAIUEHTUTE M MEIUIMHCKUTE CHEIHAIIMCTH.
JlokaTo TO3M mperJie/l ce M3BLPIIBA HE Ce MPENnopbhYBa HUKAKBA MMPOMSHA B VIIOTPe0AaTa HA
HPV Bakcunure.

IloBe4e 3a Te3n JeKrapcTrBa

HPV Bakcunute ca pasperieHu 3a ynorpeba B Abp)kaBUTe 0T EBpomneickus cbro3 MoJ
teproecku umena Gardasil/Silgard, Gardasil 9 u Cervarix. Gardasil ¢ pasperien 3a ynmorpe6a ot
centemBpu 2006 T. 32 UHAMBUIN OT MBXKKH W KEHCKH TOJ 3a MPEJOTBPATSIBAHE pacTeka Ha
npeapakoBU OOpa3yBaHMs, pak Ha IIMHKaTa Ha MaTKaTa M aHyca W OpaJaBHIM Ha TOJOBUTE
opranu. Toit 3amuraBa ot 4 Tumna nanuiomMHu Bupycu (tumose 6, 11, 16 u 18). Gardasil 9
(pasperien 3a ynorpeba npe3 roru 2015 r.) uMa cxojHa yrnoTpeda, HO 3aIuTaTa € cpenry 9 Tuma
Ha Bupyca. (tumose 6, 11, 16, 18, 31, 33, 45, 52 u 58). Cervarix e pasperieH 3a yrnorpeda oT
centemBpu 2007 T. mpuU KEHHM W MOMHYETa 3a 3all[UTa CpEIly pacTeXk Ha MpeApaKkoBU
oOpa3yBaHMsl M paK Ha IIMiKaTa Ha MaTkaTa ¥ mojoBaTta oOsact. Cervarix e akTUBeH Cperry
tunoBe 16 u 18 Ha Bupyca. Cien paspeniaBaHeTo UM 3a ynorpeda Te3W BaKCHHU ca BKJIIIOYCHH B
MMYHU3AIIMOHHUTE KaJeHJapyu Ha MHOTO JbP>KaBH 110 CBETA.

IMoBeue 3a npouexypara

[Ipepasrnexxnanero Ha HPV BakcuHuTe € 3amouHato oT EBporeiickata KOMHUCHS IO
vckaHe Ha JlaHus u ce mpoBex/a 1o cwiara Ha wi. 20 ot perinameHT 726/2004.

[IpernensT ce ocwuiecTBsiBa oT Komwurera 3a OleHKa Ha pUCKa B MpocieasBaHe Ha
nekapctBenara Oe3omacHoct (PRAC), xomuTeT, OTTOBOPEH 3a OIEHKaTa Ha ChOOpaKECHHSTA,
CBBbp3aHU C OE30M0CHOCTTA Ha JeKapcTBaTa 3a XyMaHHa ymnoTpeda, KOWTO Iie MpeoCTaBH
npernopbku 1o Bepoca. [Ipemoprkute Ha PRAC me Obmat nmpeHacoueHn kbM Komwmrera 3a
JIeKapCTBEHH MPOAYKTH B XyMmaHHata Meauimaa (CHMP), komuTeT, OTTOBOpEH 3a BBIIPOCHTE,
CBBp3aHU C JIEKapcTBaTa 3a XyMaHHa yNnoTpeda, KOMTO Ie U3j1e3€ C OKOHYATEIHO CTAaHOBHIIE.
[locneguusT eram OT mpoleaypaTa € IpUEMaHe Ha 3aKOHOBOOOBBP3BAIO pEUIEHHE OT
EBpomnelickara Komucus, KoeTo ce npuiiara BbB BCsKa JIbpKaBa-wICHKa.

OpUTrHHAJIHOTO M3SIBJICHUE HA aHTJIMUCKHU €3UK, KAKTO U APYTH JOKYMEHTH OTHOCHO TOBa
npepasriiekIane Moxke 1a HaMmepuTe B ye0-caiita Ha EMA Ha cienHus XUMepianHK:

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news and events/news/2015/07/ne
ws detail 002363.jsp&mid=WC0b01ac058004d5cl

Hamomusime By, ue manrieHTHTE MOTaT J1a ChOOIIaBaT HEXKETIaH! JIEKAPCTBEHU PeaKluu
10 BCSIKO BpeMe Ha METUITUHCKUTE CTIICIIHATUCTH WK Ha V3IBbIIHUTEITHATA areHIUs 110
nekapcrBara (MAJI).



http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/07/news_detail_002363.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/07/news_detail_002363.jsp&mid=WC0b01ac058004d5c1

MoskeTte 1a HarpaBUTe CHOOIIEHNE 3a HeXKeIaHa JiekapcTBeHa peakius 10 MAJI mo equH
OT CIE€IHUTE HAYMHU:

NOITBJIBAHE M U3IIpaliaHe Ha popMyIisipa 3a ChOOIIaBaHEe HA HEXeJIaH! JICKApCTBEHH
peaKIy OT HEMETUIIMHCKH CTICITUAIMCTH MyOIMKyBaH Ha ye0-caiita Ha MAJI;

MOITBJIBAHE M U3IIPAI[aHEe MO MOIaTa Ha Komue oT hopMyIspa, MpeiHa3HaAuYEeH 32
HEMEJIUIIMHCKUTE CIIECIUAIIUCTH.

3a JOBJIHUTETHH Pa3sICHEHUSI MOXKeTe J1a ce obaxaTe B otTaen “JlekapcTBeHa
6e3onacHOCT” KbM M3IBIIHUTEIHA areHIus 1o JeKkapcTBata Ha tei. +359 2 890 34 17.




