HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Gardasil HHKeKIIMOHHA CyCIIeH3HS
Gardasil nHXeKIMOHHA CYCIIEH3Hs B MIPEIBAPUTEITHO HAITBITHEHA CITPUHITOBKA

AncopbupaHa BakCHHA CpeIly YOBEIIKY nanuioMasupyc [Tum 6, 11, 16, 18] (pekoMOnHaHTHA).
(Human Papillomavirus Vaccine [Types 6, 11, 16, 18] (Recombinant, adsorbed)).

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
1 mo3a (0,5 ml) ceappxa MpUOTU3UTETHO:

Yosemky nanuaomasupyc tan 6 L1 npoteun > (Human Papillomavirus' Type 6 L1 protein®?)
20 mukporpama

Yosemku nanunomasupyc tain 11 L1 nporeun >3 (Human Papillomavirus’ Type 11 L1 protein®”)
40 Mukporpama

Yosemky nanuaomasupyc T 16 L1 nporenn >3 (Human Papillomavirus’ Type 16 L1 protein®”)
40 Mukporpama

Yogemku nanuaomasupyc tin 18 L1 npoteun >3 (Human Papillomavirus' Type 18 L1 protein®”)
20 MukporpamMa

'Yosewmku nanunomasupyc = HPV.

’L1 nporeunn nos popMara Ha BUPYCOIOI00HN YACTULIH, IPOU3BENEHH B JIPOKIEBU KIETKH
(Saccharomyces cerevisiae CANADE 3C-5 (Illam 1895)) upe3 pekomOunantHa JJHK TexHomorus.
Sapcopbupanyu Bepxy aMmopden anymunues xuapokcudocedar cyndar amrosant (0,225 MunmurpaMa
Al).

3a IBIHUA CIIUCHK HA MOMOIIHUTE BEIIECTBA BIDKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Gardasil nHXeKIIMOHHA CYCIICH3HS
Gardasil HH)XEKIIMOHHA CYCTICH3US B TIPEBAPUTEIIHO HAMTBJIHEHA CIIPHHIIOBKA

[Ipenu pazknamane, Gardasil Moske 1a uma BuJ Ha OMCTpa TEUHOCT ¢ Osuta yraiika. Cien kaTo ce

pa3KiaTH EHEPTrUYHO, MIPEJICTABIISABA Os1a, MbTHA TEYHOCT.

4. KJINMHUYHU JAHHHA

4.1 TepaneBTHYHU MOKA3ZAHUS

Gardasil e BakcrHa, KOSATO ce M3MOJ3Ba Cliel] 9-TOAUIITHA BB3PacT, 3a TIpea3BaHe OT:

- MpeMaJuTHEHN TeHUTAIHH JIe3uH (IIepBUKaTHA, ByJIBApHA M BarMHAJIHA ), IPEeMaIUTHEH! aHATHH
JIe3UH, IIEPBUKAJICH PaK M aHAJICH PaK, OOMKHOBEHO CBbP3BAHHU C OIPEJICIICHU OHKOTCHHU
TUTIOBE YoBelIkH mammtomasupyc (HPV)

- TEeHUTATHY JIe3UH (OCTHP KOHAUIOM), OOMKHOBEHO CBBP3aHH C OIpeeneHy Tumose HPV

Bmxre Touku 4.4 u 5.1 3a BakHa HHPOPMAIIUS OTHOCHO JJAHHUTE, KOUTO TIOJKPEIT TOBA IIOKa3aHHeE.

M3nomsBaneTo Ha Gardasil TpssOBa 1a cTaBa B ChOTBETCTBHE C OPHUITMATHUTE MIPETOPHKH.



4.2 I[O3I/I[)0BK8 N HAYUMH HA NPUTTOKCHUE

ﬂosnpom(a

Jluya na év3pacm om 9 0o 13 co0unu exmoyumento
Gardasil moxxe na ce mpuara mmo 2-go3oBa cxema (0,5 ml Ha 0, 6 mecerr) (Bx. Touka 5.1).

AKko BTOpaTa 71032 Ha BAaKCHHATa CE IMOCTaBH [T0-PaHO OT 6 Mecelia clie/l ITbpBaTa J103a, BUHATH TPIOBa
Jla ce MOCTaBs U TPeTa J103a.

Gardasil Mosxe 1a ce IpUIIOXKK aTHEepPHATHBHO U 10 3-1030Ba cxema (0,5 ml Ha 0, 2, 6 mecen).
Bropara no3a Tps6Ba 1a ce MpUIIOKHU HE MO-PaHO OT €ANH Mecel] ClIe ITbpBaTa 1034, a TpeTaTa 103a
TpsiOBa J1a ce MPUIIOKH HE MO-PaHo OT 3 Mecela ciies BTopara fo3a. Tpure 1o3u TpsOBa 1a ce
NPUIOXKAT B pAMKHTE Ha IEPHOJ OT | ToAnHa.

Jluya na 14 u noseue 2oounu
Gardasil TpsiOBa na ce npwuiara o 3-mpo308a cxema (0,5 ml Ha 0, 2, 6 Mecen).

Bropara no3a tps6Ba 1a ce MpUII0KHK HE TTO-PaHO OT €ANH Mecel] ClIe ITbpBaTa 1034, a TpeTaTa 103a
TpsiOBa J1a ce MPUIIOKH HE MO-PaHo OT 3 Mecela ciies BTopara fo3a. Tpure 103u TpsOBa 1a ce
NPUIOXKAT B pAMKHTE Ha IEPHOJ OT | ToAnHA.

Gardasil TpsiOBa n1a ce mpunara cbriaacHO OQHUIMATHUTE IPENOPHKH.

Ileouampuuna nonynayus

be3onachoctTa U ehukacHoctTa Ha Gardasil mpu jenia Ha Bb3pacT Mo 9 roJMHU HE € yCTaHOBEHaA.

Hsama nanmnyau nanau (BX. Todka 5.1).

IIpemopsunTeITHO € TMTIA, Ha KOWTO KaTo MbpBa f03a € moctaBeH Gardasil na 3aBspmiart
BaKCMHaLMOHHUS Kypc cbe Gardasil (Bx. Touka 4.4).

HeobxomumocTTa oT OycTep 1032 HE € YCTaHOBEHA.

Hauwnn Ha npuiiokeHue

Bakcunara TpsiOBa fa ce mpuiara Kato MHTPaMycKyJTHa HHXeKIus. [IpenoYnTaHoTo MCTO €
JISNTOUIHATA 00JIACT B TOPHATA YaCT Ha MUIIIHUIIATA WM TOPHATA IPEIHO-TIaTepaiHa 00IacT Ha
6eapoTo.

Gardasil He TpsOBa J1a ce MHKEKTHPa BBTPECHA0BO. He € mpoy4eHo HUTO MOAKOKHOTO, HUTO
MHTpaZepMalHOTO IpuiokeHne. Te3n HauMHY Ha MPUIIOKEHUE He ce MPenopbyBaT (BXK. ToUka 6.6).

4.3 TIlporuBomoka3anus
CBpBbXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HJIM KbM HIKOE OT IIOMOILIHUTE BEILECTBA.

Hnua, KOHWTO pa3BUBAT CUMIITOMHU, IOKA3aTC/IHU 3a CBPBXYYBCTBUTCIIHOCT CJIC KAaTO IIOJIy4daT 103a
Gardasil, He Tps0Ba na moy4aBat noeeue 103u Gardasil.

[Mpunaranero Ha Gardasil TpsiOBa 1a ce OTIIOKU MPU XOpa, KOUTO UMAT OCTPO, TEIKKO PeOPHITHO
3a0osiBaHe. B chIOTO BpeMe, HATMYMETO Ha Jieka HHPEKIU, KaTo Jeka (opMa Ha HHPEKIHI Ha
TOPHUTE TUXATCITHU IBTHUINA WK C HACKA TeMIepaTypa, He MPECTABIsIBAT MIPOTHBOITOKA3AHHUS 32
UMYHHU3HpaHEe.



4.4 ChneuuajaHu npegynpe:kaeHus U NpeanasHd MEPKH NPH ynoTpeda

IIpocnenumoct
3a fa ce moo0pH MPOCIETUMOCTTa Ha OMOJIOTUYHHTE JIGKAPCTBEHH MPOJAYKTH, IMETO U IAPTUIHHUSAT

HOMEp Ha MPIIIOKEHUS MMPOIYKT TPSOBaA SICHO J1a CE 3aInCBarT.

Pemenuero na ce BakCMHMpPA WHAMBHIL TPSOBA J1a CTaBa Cle]| pElleHKa Ha PUCKa OT MPEeIX0oaHa
excriosunug Ha HPV n moTeHnmamaara monsa oT BaKCHHAIHAATA.

Kakro IIpy BCUYKU MHXKCKIIMOHHU BAKCHHH, BUHAT'U CJICABA /1a UMa T'OTOBHOCT 3a CbOTBETHO
MECIUIIMHCKO JICYCHUC B cnyqaﬁ Ha pgaKa aHa(l)I/IJ'IaKTI/I‘-IHa peaknuys Ciacq npujiarane Ha BakCUHara.

Oco0eHo pH IOHOIIH, CIIe/l BAKCHHUPAHE, a IOPHU U MPEIX TOBa, MOXE JIa HACTBIIH CHHKOI
(mpunaabk), MOHSKOTA CBBP3aH C MMajlaHe, KaTo MCUXOT'CHEH OTTOBOP KbM MHXKEKIUATA ¢ uria. Tosa
MOe J1a ObJIe TPUAPYKEHO OT ONPECIICHH HEBPOJIIOTHYHH IPHU3HAITH, KATO MPEXO0IHO 3PUTETHO
CMYyIIleHHUe, TapecTe3nsl 1 TOHNYHO-KJIIOHMYHH IBMKSHHS Ha KPAWHUITUTE 110 BpeMe Ha
BBH3CTAHOBSIBAHETO. 3aTOBA € HEOOXOIMMO HAOJIOCHHE 32 OKOJIO 15 MUHYTH Clie/l BAKCHHUPAHE.
BaxxHO € fa chiecTByBaT MpoIeAypH 3a N30sSTBaHE HA HApaHIBaHE BCIIEICTBUE HA MTPUTIABIINTE.

Kakro IIpyu BCAKa BaKCUHA, BAKCMHHUPAHCTO C Gardasil mosxe Ja HEC JOBCAC A0 3allMTa Ha BCUYKH
BaKCUHHUPAHU.

Gardasil Mmo>xe 1a mpe/nasu camo OT 3a00JsiBaHus, KOUTO ce npuuuHsaBaT oT HPV tun 6, 11, 16 u 18,
M JI0 U3BECTHA CTEIEH OT 3a00JI1BaHMsI, IPUYUHEHH OT HAKOU cBbp3ann HPV Tumose (Bxk. Touka 5.1).
ITopamau ToBa TpsOBa /1a MPOIBIDKH B3EMAHETO Ha MIPEAIa3Hi MEPKHU CpEILy TOJI0BO MpeTaBaHu
OoJIeCTH.

Gardasil e camo 3a npodunakTuaHO NpuiokeHue u HsiMa edekt Bbpxy HPV undexuus nnm passurto
KIMHIYHO 3abonsaBane. Gardasil He e qemoHcTpupan TepamneBTudeH edekt. [lopaan ToBa, BakcHHATa
HE € TI0Ka3aHa 3a JICYCHUE Ha [IePBUKaJIeH KaplIMHOM, BUCOKOCTEIICHHHU LIEPBUKAJIHH, BYJIBAPHH U
BarvMHAJIHU JTUCIUIACTUYHY JIE3UH WU TeHUTATHU KoHamioMu. OCBEH TOBa, HE € MpeHa3HaYeHa 3a
Mpe0TBpaTABaHE IPOrpecUPaHETo Ha ApyTrH HokazaHo HPV-cebp3anu ne3uu.

Gardasil He mpenoTBpaTsABa Ne3UK, TPUUINHEHU OT BakcuHaineH HPV Tum npu nuia, kouto ca
nH(pekTupanu ¢ To3u HPV tun B MOMeHTa Ha BakCHHHpaHETO (BXK. ToUka 5.1).

[Ipu n3nons3Bane Ha Gardasil mpu BB3pacTHU jkeHH TPAOBa a ce UMa MPEIBUI BapuabUIHOCTTA MIPU
pasnpoctpanenreTo Ha HPV Tumose B paznuunute reorpadcku 061IacTu.

BakcuHupaHeTo He 3aMeCcTBa PyTHHHHMS LIEPBUKAJIEH CKPUHUHT. Thil KaTO HAMa BaKCHUHA, KOSTO J1a €
100 % edukacha, u Gardasil He ocurypsia 3amuTa cpeury Beceku HPV Tum nnm cpenry
cpuectByBamy HPV nnbexnyy, pyTHHHOTO LIEpBUKATHO CKPUHUPAHE OCTaBa OT KPUTUYHO 3HAUYCHHE
U TpsiOBa /1a ce OCHILECTBABA B CHOTBETCTBHE C MECTHUTE MIPEMNOPBKU U YKa3aHHS.

Be3onacHocTTa 1 IMYHOTEHHOCTTA Ha BAKCHHATA Ca OI[CHECHH ITPH JIMIA HA BB3PAcCT OT 7 10

12 roawHM, 32 KOWTO € U3BECTHO, Y€ ca MH(EKTHpaHH ¢ YoBeNIKH nMyHoaedurnureH supyc (HIV) (Bx.
Touka 5.1). JIumara c yBpe/ieHa UMyHHa PEaKTUBHOCT, IbJIKAIlA CE€ Ha MPUJIaraHeToO Ha MOITHO
UMYHOCYTIPECUBHO JICUCHHUE, TeHETHYEH JAe(eKT WK APYTH MPUIHHU, MOXKE J]a HE OTTOBOPAT Ha
BaKCHHATA.

Ta3u BakcuHa Tp$I6Ba Jla C€ npujiara ¢ NIOBUIICHO BHUMAHME IIPH JIMIIa C TpOMGOHI/ITOHeHI/Iﬂ N
HAKAaKBO HapyIICHUC Ha KPbBOCBCHUPBAHCTO, TBH KaTo IpUu UHTPAMYCKYJIHO IIPUIJIOKCHUC TIPU TC3U
JiMga MOXE aa €€ MOJIyYr KbPBEHE.

[IpoBeaeHM ca IBITOCPOYHM MMPOYUBAHUS 3a IPOCIIC/SIBAHE HA e)eKTa Ha BaKCHHATa, 32 Jia Ce
OTIpeIeNN MPOIBIDKUTETHOCTTA Ha 3aIuTaTa (BXK. Touka 5.1).



Hsma nannu 3a 6e30MacHOCT, IMYHOTEHHOCT WM €PHUKACHOCT, KOUTO Ja MOJKPETIST MPEMUHABAHETO
0 BpeMe Ha UMyHH3anroHHaTta cxeMa ot Gardasil kM npyru HPV Bakcunu, kouto He ca
npenHaszHaueHu 3a cpiute HPV tunose. [lopanu ToBa € BaykHO Jja ce IpenrcBa €IHa U Chla
BaKCHHA I10 BpEME Ha IjsylaTa UMyHH3allOHHA CXEMA.

Harpuit
To3u nexapcTBEeH NPOAYKT ChIbpiKa MO-MaKo oT 1 mmol HaTpuii (23 mg) Ha 1033, T.€. MOXKe Jia ce
Kake, 9e MPaKTHIECKH HE ChIbP)Ka HaTPHil.

4.5 BzaumoaeiicTBHE ¢ APYTU JeKaPCTBEHU NPOAYKTH U APYyru ¢gopMu Ha B3auMojeiicTBue

HpI/I BCHUYKHU KIIMHUYHU U3MUTBAHUSA, ITOJTYUHUIIUTE I/IMYHOFJIO6YHI/IHI/I WA MIPOAYKTH, IMTOJTYYECHHU OT
KPBB 6 MeccCla Ipeau mbpBaTa 1034 BaKCHHA, Ca OMIU U3KIIOYEHH OT ydacTue.

IIpunokeHue ¢ APyru BaKCUHA

[Mpunaranero Ha Gardasil exHOBpeMeHHO (HO, 32 MH)KEKIIMOHHN BaKCHHH, Ha JIPYTO MSCTO 32
WH)KEKTHpaHe) KaTo BAKCHHA CpPelly XernaTuT B (pekoMOMHAaHTHA) HE TIOBJIHSIBA HMYHHHSI OTTOBOP
kbM HPV tunosere. HuBaTa Ha ceponpoTrekuus (4acT OT XopaTa, KOUTO JOCTHTaT HUBO Ha
ceponpotekiys antu-HBs > 10 mIU/ml) ca menpomenenu (96,5 % 3a eTHOBpeMEHHO BAKCUHUPAHUTE
cpeury 97,5 % 3a BAKCHHUPaHU caMO C BaKCHHA cpelry xenatuT B). CpenHuTte reoMeTpUYHU TUTPU Ha
anTi- HBs anTHTENA ca Mo-HUCKY TIPH €THOBPEMEHHO MPHUIIOKEHUE, HO KITMHNYHOTO 3HAYeHNE Ha
TOBa HaOIIO/ICHHE € HEM3BECTHO.

Gardasil Mmosxe a ce mpuara eTHOBpEMEHHO ¢ KOMOMHMpaHa OycTep BakcuHa cpemty nudTepus (d) u
tetanyc (T), ¢ KokJtom [anenynapHa KOMIOHeHTa] (ap) /vy nonuomuenut [nHakTuupad| (IPV)
(dTap, dT-IPV, dTap-IPV Bakcuuu) 63 3HAYMMO MOBJIMSBAHE HA AaHTUTSIIOBUS OTTOBOP KbM HAKOU OT
KOMIIOHEHTHUTE Ha BCSKa OT BakCMHUTE. Bee mak € HaOmojaBaHa TEHACHIUS 3a HaMaJlsiBaHEe Ha aHTH-
HPV GMTs B rpynaTa Ha eTHOBPEMEHHO BakCHHHpaHuTe. He € M3BeCTHO KIIMHUYIHOTO 3HAYCHHE Ha
ToBa HaOmoneHue. OCHOBaBa Ce Ha Pe3yJITAaTHTE OT KJIMHUYHY U3MUTBAHUS, B KOUTO KOMOMHHUpaHA
dTap-IPV BakcuHa e mpuiarana eITHOBpeMEHHO ¢ bpBara jo3a Gardasil (Bx. Touka 4.8).

EnnoBpemenHoTo npuiioxenue Ha Gardasil ¢ BakcuHHU, pa3iIM4HH OT TE3H, OMUCAHU MO-TOPE, HE €
OWJII0 TIPOY4BaHO.

IIpunokeHne ¢ XOpMOHATHNA KOHTPAIIENTHBU

IIpu knuaMYHYN npoyuBanus 57,5 % oT keHuTe Ha Bb3pacT 16 10 26 roaunu u 31,2 % OT xeHuTe Ha
BB3pacT 25 10 45 ronuHu, KouTo ca mowyunian Gardasil, H3moa3BaT XOpMOHATHH KOHTPAIIENITHBH
npe3 nepuojia Ha BakKCHHKUpaHe. M3Mmoi3BaHeTo Ha XOPMOHAIHU KOHTPAIETITHBH KaTo Y€ JIM HsMa
e(eKT BppXy UMYHHHUS OTTOBOD, NipeaAn3BuKkBan oT Gardasil.

4.6 @epTHaUTET, )PEMEHHOCT H KHPMEHE

Bbpemennoct

KonkpeTHr IpoyuyBaHUs BbPXY MPUIIATAHETO HA BAKCUHATA ITPU OPEMEHHH KEHHU HE Ca MPOBEKIaHU.
B xoa Ha iporpama 3a KIMHUYHO pa3paboTBane, 3 819 xenu (Bakcunupanu = 1 894 cpemry
rane6o = 1 925) crobmmaBar 3a moHe eqHa OpeMeHHOCT. HsiMa 3HaunTeTH! pa3jiuKi BB BUA
aHOMAJIMM WJIM MPOLIEHTa OPEMEHHOCTH C HeXeJlaH M3X0J1 IPU Xopa, JiekyBanu ¢ Gardasil u mane6o.
Te3u nanuu ot OpemMeHHH ke (moBede oT 1 000 excro3uIKy Ha 3aBbpIiria OPEeMEHHOCT) TIOKa3BaT
nurca Ha MandopMaluu uin pero/HeoHaTaTHa TOKCUYHOCT.

Jannwure 3a Gardasil, mpuiarana rmo BpeMe Ha OpEMEHHOCT, HE JJaBaT OCHOBAHHUE 3a MIOBUIIICHO
BHHMAaHUE 10 OTHOIIICHHE Ha 0e301acHOCTTa. B ChIIOTO Bpeme Te3u TaHHU ca HeOCTaThYHH, 32 J1a
MOe JIa ce mpenopbya u3nons3anero Ha Gardasil o Bpeme Ha 6pemennoct. [Topaau ToBa,
BaKCHHHUPAHETO TPsOBa J1a ce OTIOXKH JI0 TPHUKITFOUBAHE Ha OPEMEHHOCTTA.



Kbpmene

ITpu maiiku kbpMauky, nonyuniu Gardasil ninu mnane6o npes3 BakCHHALMOHHUS NIEPUOJ Ha
KITMHIYHUTE U3MUTBAHMUS, YeCTOTaTa Ha HEXKETAHUTE PEakiiuy MPH MaikaTa M KbpMadeTo B IpyTmara
Ha BaKCHHHUpAHWUTE ca OWIK CpaBHUMU C IPyNUTE Ha mianedo. B nombinHenne, MMyHOT€HHOCTTA €
Ouna cpaBHUMa MPU MallKi KbPMauKy M KEHU, KOUTO HE KbPMST IIPH NPUJIaraHeTo Ha BaKCHHATA.

Crnenosarenno Gardasil Moe nia ce M3M0JI3Ba IO BpeMe Ha KbpMCEHE.

DepTUnuTeT

[IpoyuBaHusiTa P JKUBOTHU HE MMOKA3BAT PEKH WIIH KOCBEHH BPEHU €()eKTH BHB BPH3Ka C
penpoAyKTUBHATA TOKCUYHOCT (BK. Touka 5.3). He ca HabmonaBaHu ehekTr BbPXY MBKKHUS
(hepTHUIHTET IIPH IUTHXOBE (BXK. TOUKA 5.3).

4.7 EdexTtn BbpXy cnocodoHOCTTa 3a modupane u padoTa ¢ MAIIMHU

Hsima npoyuBanus 3a epekTuTe BbpXY CrIocOOHOCTTA 32 modupane u padoTa ¢ MalIHHH.
4.8 Hexenanu JieKapcTBeHH pPeaKkIuH

Pe3iome Ha nmpoduiia Ha Ge30macHOCT

B 7 xiimHYHA M3nUTBaHUA (6 TUIAaIe00-KOHTPOJTHUPAHK) Ha YUACTHUITUTE B U3ITUTBAHETO € OMII
npuinarad Gardasil wim rnamne6o B JIeHs Ha BKIFOYBAHE M IPUOIM3UTEHO 2 U 6 Mecella clie/l TOBa.
Mauko yuactauim (0,2 %) ca mpeyCcTaHOBHIIM Y4aCTUETO CH OPaay HEXKeJIaH! JISKapCTBEHU
peaknuu. besonacHoctTa e Ouna onpeseneHa WM MpH sU1aTa MpoyYBaHa Mmomynanust (6 mpoyyBaHus),
WY TIPY TIPEJIBAPUTEITHO OMpejiesieHa rpyma (eJHO MpoydYBaHe) OT H3cie[BaHaTa MOMyJIaIys, KaTo 3a
KOHTPOJI € M3I0JI3BaHa BaKCHHAIIMOHHA KapTa 3a oruntade (VRC) B mpoxbinkenue Ha 14 qHu ciien
BCsiko uHkektupane Ha Gardasil winu mnare6o. Habmonaranu ¢ nomoinra Ha VRC ca oumu

10 088 yaactaumm (6 995 xeHu Ha Bb3pacT 9 10 45 roguau u 3 093 MBKe Ha BB3pacT 9 10 26 TOaUMHA
MIpH BKITFOYBaHE B M3MHUTBaHeTO), moyaniu Gardasil, u 7 995 ygactaumm (5 692 xenu u 2 303 mbxe),
TOJTYYHIIH TUTare0o0.

Haii-gecTo HabmoaBaHuTE HEXKETAHN PEAKIIMN Ca PEAKITUH B MACTOTO Ha nikektupane (77,1 % ot
BaKCHHUPAHUTE JIO 5 JIHU CJIe]] BCsIKa BU3UTA 32 BAKCHHUPaHe) U ritaBooonue (16,6 % ot
BaKCHHUpPaHUTE). Te3u HeKENaHU PeaKIui ca OOMKHOBEHO JICKH MM YMEPEHH 110 MHTCH3UBHOCT.

Ta6an4uHo 00001IeHNE HA HeKeJTAHUTE peaKnuu

KiMuauuHu u3nuTBaHus

Ta6numa 1 npescraBst CBbpP3aHu ¢ BAKCHHATA HEXEJTaHU PEAKIMH, KOMTO Ca HaOJF0IaBaH! MIPH
nonyunnure Gardasil ¢ yectoTta He o-Manka ot 1,0 %, a ChIIo U ¢ O-BUCOKA YECTOTA OT
Ha0JTI01aBaHaTa py TpeTupaHuTe ¢ iane6o. [ToapeaeHn ca crope yectoTara Ha MposiBa, KaTto ce
CHOJTIO/IaBAT CICTHHUTE YCIIOBHS:

[Muoro gectu(> 1/10); Hectu (> 1/100 go < 1/10); Hewectn (> 1/1 000 mo < 1/100); Penxu
(> 1/10 000 no < 1/1 000); Muoro penku (< 1/10 000)]

IMocTMapKeTHHIOB OMUT

Tabmuma 1 BKITIOYBA M TOMBIHUTEITHN HEXKEIAHH CHOUTHS, KOUTO ca CIIOHTAHHO CHOOILEHH 110 BpeMe
Ha MMocTMapKeTHHroBaTa yrnorpeba Ha Gardasil B cBeToBen mamab. Thit kKaTo Te3u chOUTHS ce
ch0oOIIaBaT 10OPOBOIHO, OT MOMYJIANNS C HEYCTAHOBEH pa3Mep, He BUHATH € Bb3MOKHO HAJICXKITHO Ja
Ob/Ie OIICHeHA TAXHATA YECTOTa WM JIa C€ YCTAHOBH NPUYMHHA BPb3Ka C €KCIO3UIIMATA Ha BAKCHHATA.
CrenoBaresHO, YECTOTaTa HA T€3U HEKeJlaHH JIEKapCTBEHH PEAKLMH € OIpe/eieHa KaTo
,,Hem3BecTHa".



Tabnuya 1: Heowcenanu cobumus cieo npunosxcenuemo na Gardasil om kKiunuyHy usnumeanus u

HOCIMMAPKEeMUH2080 HAOIOeHUe

CuctemMeH opraHeH Kjiac

YecToTa

Hexenann cLouTHA

WNudexumn n nadecranyuu

C Hen3BecTHaA
yecToTa

LICJ'Iy.l'H/IT Ha MsACTOTO Ha I/IH)KGKTI/IpaHC*

Haymenus va kpbBTa 1 MTMM(pHATA

C HensBecTHA

WmronaTudHa TPOMOOITUTOTICHUIHA

cucTema 4yecToTa nypnypa*, numdaneHonatus*
Hapymenus Ha nmynHata cuctema | C HewsBecTHa | Peakuuu Ha CBPbXYyBCTBUTEIHOCT,
4eCcTOoTa BKJTFOUUTEITHO
aHaunakTHIHN/aHAQHITAKTONTHH
peakun™®
Hapymienus Ha HepBHaTa cuctema | MHoro yectu | ['maBobosne

C HensBecTHA

OcTbp AUCEMUHHUPaAH CHIIE(HATOMUCITUT,

yecToTa 3amasnoct! *, cunapom Ha Guillain-Barré*,
CUHKOII, IPUJPY>KEH B HAKOM CIIy4au OT
TOHWYHO-KJIOHUYHH JBIKEHHS ™
CromamHo-4peBHN HapyIIEeHUs Yectn lanene
C memsBectHa | [loBphmane®
4EeCTOTA
HapyuieHnus Ha MycKyJIHO- Yectu Bonku B kpaiinuiure

CKCJICTHATaA U CbCANMHUTCIIHA ThKaH

C HensBecTHA
YecToTa

Aptpanrus®, Mmuanrus*

OO0y HapyieHus u eheKTH Ha
MSICTOTO Ha TPHIOKEHHE

Mpmuoro yectu

Ha MscTOTO Ha MHXKEKTUpPAHE: epUTEMa,
00JIKa, OTOK

Yectu ITupexcust
Ha MscTOTO Ha HHXEKTHUPaHE: XEMaToM,
HPpYpUTYC
Heuectn Bb3en Ha MACTOTO Ha MH)KEKTHpaHEe

C HeusBecTHA
yecToTa

Actenus*, BTpucane®, ymopa*,
HepasIooXeHue™®

* HOCTMapKeTI/IHFOBI/I HEXXEJIaHH CHOMTUS (‘IGCTOTaTa HC MOXC JJa 6’B,Z[€ omnpeaciicHa Bb3

OCHOBA Ha HAIMYHHUTE JaHHU).

! IIo BpEMC Ha KIIMHUYHU U3IMMUTBAHUA CC HaGJ’IIOI[aBa 3aMastHOCT KAaTO 4Y€CTa HEXKECJIaHa PCAKIIUA
IIpH XCHU. HpI/I MBKE 3aMassHOCT HE CC Ha6moz(aBa B IIO-roJisiMa 4€CTOTa IMpU IMafUCHTUTE C
IOCTaBC€HAa BaKCHA B CPAaBHECHUE C TE3U, ITOJTydaBallnu HJ'IB.I_[C60.

B nombiaHeHue, 10 BpeMe Ha KIMHUYHUTE M3IIMTBAHUS ca HaOII0JaBaHU M HEKEIaHH JIEKapCTBEHH
peaKinu, MPEleHeHN OT U3CIIeJOBATEIUTE KaTO MMAIIM BPh3Ka C BAKCHHATA MM TUIAIe00 ¢ 4ecToTa
mon 1 %:

PecniipatopHu, rpbIHU U MEIMACTUHAITHYA HAPYIICHUSL:
MHoro peiku: OpOHXOCTIA3BM.

HapyiiieHus Ha Ko)ara U I0IKOKHATA ThKaH:

Penku: ypTHKapus.

Heret ciyyas (0,06 %) Ha ypTukapus ca HaOiroaaBanu B rpymnata Ha Gardasil u 20 ciyyas (0,15 %)
ca B rpyrnara Ha 1anedo, ChabpiKaIlo aJioBaHT.

B knmuHMYHATE TPOYYBaHMS, YIACTHUIMTE OT MOITYJIAIHS 32 ONpeielisiHe Ha 0e30macHoCcTTa
cboOIIaBaT 3a HAOJIIOaBaHU OT TSX HEXKEJNaHW PeaklUy Ipe3 nepuoja Ha npocieassane. Ot

15 706 yuactauy, nonyuwin Gardasil, u 13 617 yyactHunm, nomyyunu miane6o, uma 39 cro0mmeHu
ciTydast Ha Hecrieuu4eH apTput/apTpomatus, 24 B rpymnara Ha Gardasil u 15 B rpymara Ha miane6o.



B xnmHMYHO m3nuTBaHe 1pu 843 KIMHUYHO 37paBH MIIAACKH U JEBOWKHU Ha BB3pacT 11-17 roguaw,
MOKa3BaT, 4e TpH MpUIaraHeTo Ha mhpBaTa no3a Gardasil emHoBpeMeHHO ¢ KOMOMHHpaHa OycTep
BaKCHHA cpenly audrepus, TeTaHyc, KOKIIONI (arenyaapeH KOMIOHEHT) U IOJTHOMHUEITUT
(MHAKTHBHpaH) MTOKa3Ba, Y€ MMa MMOBeYe ChOOIIEHHS 32 OTOK Ha MSICTOTO Ha MPHIIOKEHUE U
riaBoOoHe ciaex eqHOBpeMeHHO prmiarade. HabmogasanuTe paznmuku ca < 10 % u pu moBedeTo
JIOOPOBOJIIIY HEXKETAHUTE CHOUTHS ca ChOOIICHH KaTo C1abu 10 YMEPEHHU 0 HHTEH3UTET.

C’bO6HIaBaHe Ha IOJ03UpPaHN HCXKECJIaHU PEaKIIMH

C’BOﬁIlIaBaHeTO Ha oAO031paHn HEKCJIIaHU PpCaKIUU CJICA Pa3pCIIaBaAHC 3a yHOTpe6a Ha JICKaApCTBCHUA
MIPOAYKT € BaKHO. ToBa nmo3BonsBa Aa IpOABbJIKA HaGJ’IIOI[eHI/IeTO Ha CbOTHOIICHUETO HOJ'IBa/pI/ICK 3a
JICKApCTBECHUA ITPOAYKT. Or MCECIHUIIMHCKUTEC CIICHUAJIMCTH CEC N3UCKBA Ja C'bO6IlIaBaT BCsiKa
IMoJ03MpaHa HEKCIaHa peakusd Ype3 HallMOHAJIHA CUCTEMaA 3a C’BO6I].IaBaHe, IIOCOYCHA B

IIpunoxenue V.

4.9 Ilpemo3upane
Mma cpobmenns 3a nprinarane Ha go3u Gardasil mo-BHCOKH OT MpenopbhIBaHUTE.

Kato o110, HpO(l)I/IJ'I’BT Ha HEKCIIAHUTC JICKAPCTBCHU PCAKIIUH, Ha6J'IIO,I[aBaHI/I Inpu Npeao3rupane, €
CXOJICH C TO3U IIpH NpUjiaraHe Ha NPEIOPBbUBAHUTEC NO3U Gardasil.

5.  ®APMAKOJOT'MYHU CBOMCTBA

5.1 ®@apmakoauHAMUYHU CBOHCTBA

®apmakoTepaneBTiuHa rpyna: IIporusoBupycHa Bakcuna, ATC kox: JO7BMO1
Mexanusvm na oeticmeue

Gardasil e agfoBanTHA HEMH(PEKIIMO3HA, PEKOMOMHAHTHA, KBaIpUBaJICHTHA BAaKCHHA, IIPUTOTBEHA OT
BHCOKOTIpeYnCcTeHH BUpycomonoOoHu yactun (VLPs) ot ocHoBHU kancun L1 nporenn Ha HPV T
6,11, 16 u 18. VLPs e cwabpxkat Bupycna JJHK, Te He Morat na uH(EKTUpaT KIETKH, Ja ce
BB3MPOM3BEKAAT (PEIPOAYLMPAT) WK Aa NpuurHsBar 3abonasane. HPV nndextupa camo xopa, HO
MPOYYIBAHUATA TIPH KUBOTHH C aHAJIOTHYIHH MANIIOMaBUPYCH TTOKa3Ba, ue edektupHOcTTa Ha LI BITY
BAaKCHHHUTE CE PeaIM3Upa Ype3 pa3BUTHETO HA XyMOpaJieH UMyHEH OTTOBOP.

Cuwura ce, ue HPV 16 u HPV 18 npuunnssat npubnuzutenno 70 % oT ciydanTe Ha epBUKAJICH paKk
u 75-80 % ot cmydaute Ha aHaneH pak; 80 % oT aneHokapimHoMm uH cuty (ALS); 45-70 % ot
BHUCOKOCTEIICHHA IIepBUKaHa uHTpaenurenunanna Heornasus (CIN 2/3); 25 % ot HuckocreneHHa
nepBukanHa naTpaenurenuanta Heorwtazus (CIN 1); 6nmmuzo 70 % ot cepp3anute ¢ HPV cnyyan Ha
BrucokocrerneHHa BynBapHa (VIN 2/3) u Barunanna (ValN 2/3) uatpaenurenuanna seoruiazus, u 80 %
ot cBpp3anuTe ¢ HPV cinyyan Ha BucokoctenienHa ananHa (AIN 2/3) uHTpaenurenyuaiHa HEOMIa3usl.
HPV 6 u 11 npuuunssart npubmusurento 90 % ot renutanaute kouamwiomu u 10 % ot cnyyante Ha
HUCKOCTEIIeHHa IiepBuKanHa naTpaenuTennanaa Heomtazus (CIN 1). CIN 3 u AIS ca npuern xato
HETOCPEICTBEHN TIPEKYPCOPU Ha MHBA3MBHUS IEPBUKAJICH PaK.

[TonsiTHETO ,,IPEMATUTHEHN T€HUTAIHY JIE3UH * B TOUKa 4.1 0TroBapsi Ha BUCOKOCTEIICHHA
uHTpaenutenuanta Heorasus (CIN 2/3), BucokocTeneHHa ByJIBapHa HHTPACTTUTEINATHA HEOTIIa3 st
(VIN 2/3) u BUCOKOCTEIICHHA BarMHAIHA HHTpacuTeanaita neorwasus (ValN 2/3).

TlonsiTueTO ,,TpEMATTUTHEHU aHATTHY Je3un’‘ B Touka 4.1 oTroBaps Ha BUCOKOCTENEHHA aHallHa
uHTpaenuTenuanta Heorwiasus (AIN 2/3).


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

INoka3zaHueTo ce OCHOBaBa Ha Jl0Ka3BaHe Ha eukacHocTTa Ha Gardasil mpu *eHu Ha BB3pacT oT 16 110
45 roguHu ¥ MBXKE Ha Bb3pacT OT 16 10 26 ToAWHU U Ha JI0Ka3BaHe Ha MMyHOreHHOCTTa Ha Gardasil
IIpH JIella U IOHOIIM Ha BB3pacT oT 9 1o 15 rogunm.

Knunuunu npoyusanus

EdukacHOCT 11pu keHH Ha Bb3pacT 16 10 26 roauuu

EdukacHocrra Ha Gardasil npu *eHun Ha Bb3pacT 16 10 26 ronuHu € Onia olieHeHa B

4 mnane60-KOHTPONIHpaHy, ABOHHOCHenH, pangoMmsupann (aza Il u [l knmuHnYHN TpoyUYBaHUs C
00110 20 541 xeHH, BKIIOYSHN ¥ BAKCUHHPAHU 0e3 Tpeiu TOBA Jia ca M3CIieABaHM 3a Hanndre Ha HPV
UHEKIINS.

[IbpBUUHKTE KpaiiHu TOUKH 3a epukacHOCT BKIrouBaT HPV 6-, 11-, 16- unu 18-cBbp3anu ByJIBapHU U
BaruHaHY Jie3nw (TeauTamau Koaamwiomu, VIN, ValN) u CIN oT kakBaTo U Aa € CTEIeH U
nepsukaneH pak (IIpotokon 013, FUTURE I), HPV 16 nan 18-cebp3anu CIN 2/3 u AIS
uepsukaiieH pak (Ilpotokon 015, FUTURE II), HPV 6-, 11-, 16 unu 18-cBbp3aHu ¢ nepcucTpaia
nHpekmusa u 3a0omaBane (IIlporokor 007) m HPV 16-cBBp3an ¢ mepcuctupama HHG KIS

(ITporoxkoun 005). [IbpBUYHUAT aHATTU3 HA €PUKACHOCTTA MO OTHOIICHUE Ha BakcuHAHUTe HPV
tunose (HPV 6, 11, 16 u 18) e HanpaBeH BbpXy chOTBETHATa Ha npoTokoisa edukacHocT (PPE) mpu
oOxBaHaTaTa momysanus (T.e. BCHUKH 3 BaKCHHALIMKM B paMKUTE Ha | roJuHa cliesl BKIIOYBAaHETO, Oe3
CBITICCTBEHU OTKJIOHEHHS OT IIPOTOKOJIA U HEMH(DEKTHUPaH! ChC choTBeTHUsA(MTe) HPV THII(0OBE)
npenu no3a 1 u B npoawipkeHue Ha 1 mecen cien 1o3a 3 (mecer 7)).

PesynraruTe 3a ehUKacHOCT ca MpeacTaBeHH Ha 0a3a KOMOWHUpaH aHaJIN3 Ha IMTPOTOKOJIATE 3a
npoyusanusiTa. EpukacHoctra 32 HPV 16/18 cebp3anu CIN 2/3 unu AlS ce ocHOBaBaT Ha TaHHU OT
npotokonu 005 (camo cBbp3anu ¢ 16 kpaitiu Toukn), 007, 013 u 015. EdukacHocTTa 32 BCHUKH
OCTaHaJIM KpallHU TOYKH ce ocHoBaBa Ha npotokonu 007, 013 u 015. Menuanara Ha
MIPOIBIDKUTETHOCT Ha TIPOCIIeAIBaHETO TIpH Te3u m3nuTBauus € 4,0, 3,0, 3,0 u 3,0 ToquHu CHhOTBETHO
3a [Ipotoxon 005, IIpotokon 007, IIpotokon 013 u [Ipotoxon 015. Menuanata Ha NPOABIHKUTETHOCT
Ha TPOCIIeASIBaHETO MPU KoMOuHupanute npotokosu (005, 007, 013 u 015) e 3,6 roauHu.
Pesynrarure OT OTAETHUTE IPOYYBAHUS MMOAKPEIIAT pe3yATaTUTE OT KOMOMHMpaHus aHanmn3. Gardasil
e epukacer cperry HPV 3abonsBane, mpuauHeHO OT YeTupute BakcuHamHu HPV tuna. B kpas Ha
U3IUTBAHETO, MAMEHTHTE, y4acTBaIu B nBe u3nuteanus ¢asa 11 (IIporokon-013 u [IpoTokon-015),
ca TIpOCIeIsIBaHA 3a TIepro.T 10 4 ToauHY (CpeaHo 3,7 TOTUHM).

LepBukannara natpaenutenuania Heoruiazus (CIN) Crenen 2/3 (cpeaHa 10 BUCOKOCTEIIEHHA
JIUCIIA3HSA) U aJICHOKAPIIMHOM in situ (AlS) ca Omin u3Mnosa3BaHa B KIIMHUYHUTE U3IUTBAHUS KAaTO
CyporareH MapKep 3a LEpBUKAJIEH paK.

B npnrocpounoTo pasmupeno npoyusane ¢ [Ipotokon 015 ca npocneaenu 2 536 xeHu Ha Bb3pacT
16-23 ronuuu npu umyHusupane ¢ Gardasil B ocHoBHOTO ipoyuBaHe. B PPE momynarusita B pamkute
Ha npubin3uTenHo 14 rogunu (MeanaHa Ha mpocnenssade 11,9 rogunn) He ca HaOMIOAaBaHU CITy4an
Ha HPV 3abonasanus (HPV tunose 6/11/16/18-cBbp3ana Bucokoctenenna CIN). B Toa mpoyuBane
NPOABIDKUTENHA 3aIIUTA € CTATUCTUYECKU AEMOHCTPUpaHa 3a NpUOIM3UTENHO 12 roAnHU.

EdukacHoCT 11pH sxeHU, HEMH(EKTUPAHU ChC CHOTBETHUTE BakcuHanuu HPV tunose

EdukacHoctTa € n3Mepena cien nocemienneTo B mecert 7. Karo msmo, 73 % ot skeHuTe Ipu
BKITIIOUBaHeTO ca Omnn HenHpexTupanu (PCR HeraTBHU M cepOHETaTUBHU) C KOMTO U J1a € OT
yetupure HPV tuma.

PesynraruTe 3a ehUKacCHOCT 3a CHOTBETHHUTE KpalHA TOYKH, aHAJTU3UPaHU Ha 2-Ta TOAUHA CIIeH
BKJIFOYBAHETO U B Kpas HAa UBTTUTBAHETO (MCI[I/IaHa Ha NPOABJDKUTCIHOCT HAa MPOCIICAABAHECTO =

3,6 TOAMHM) TIPH MOMYyJIAIKATA 110 TIPOTOKOJI, ca pejacTaBeHu B Tadiuia 2.

B nonbnautenen ananu3 egukacHocTTa Ha Gardasil e onenena no otHomenne Ha HPV 16/18-



cebpp3anu CIN 3 u AIS.

Tabnuya 2: Ananuz Ha egpuxacnocmma na Gardasil no omuowenue Ha GUCOKOCTMENEHHU YEPEUKATHU
qesuu 8 PPE nonynayus

Gardasil | Tlaame6o Y Gardasil IMnaue6o o
(1) o
Bpoii Bpoii eukacHoc Bpoii Bpoii eq)m:z;iHOCT
caydan cayyan a ;-pa ciIy4yan cayyaun B Kpas Ha
bpoii bpoii roJuHA bpoii bpoii W3NUTBaHET
YHACTHH | yHACTHHIM | (95 0/ () YYaCTHMIU® | yYacTHHIU* 0(95 % CI)
o %
HPV 16/18- 0 53 100,0 2¥* 112 98,2
CBbP3aHH 8 487 8 460 (92,9; 8 493 8 464 (93,5; 99,8)
CIN 2/3 100,0)
uiam AIS
HPV 16/18- 0 29 100 2% 64 96,9
CBBpP3aHU 8487 8460 (86,5; 8493 8 464 (88,4; 99,6)
CIN 3 100,0)
HPYV 16/18- 0 6 100 0 7 100
CBBbp3aHU 8487 8460 (14,8; 8493 8 464 (30,6; 100,0)
AlIS 100,0)

*Bpol y4acTHHIM ¢ Hali-MaJIKo €IHO MOCEelIeHHE 3a TIPOoCie/sIBane clies Mecel 7

**Cropes BUpyCOJIOTHYHHTE JT0Ka3arencTBa, mppBusAT CIN 3 cimyuait mpu manueHT, ¢ XpOHUYHA
undekmms ¢ HPV 52 e BepositHo npuunHHO cBbp3an ¢ HPV 52. Camo mpu 1 ot 11 npobu ce oTkpuBa
HPV 16 (ua mecen 32,5) kato He ce oTkpuBa B Thkanwu, nonydyeru npu LEEP (Loop Electro-Excision
Procedure). [Tpu BTOpus cnyyaii Ha CIN 3, HabnromaBaH mpu nauueHt, 3apazed ¢ HPV 51 B nen 1 (B 2
ot 9 pobm), HPV 56 e otkput npu 6moricus mpe3 mecert S1 (B 1 ot 9 mpodu) u HPV 56 e otkpur B 3
ot 9 mpoOu B ThKaH, B3eTa o Bpeme Ha LEEP mpe3 mecern 52.

***[larueHTHTE Ca MPOCIEIIBAHU 3a ITEpHo/ 10 4 roauHu (cpenHo 3,6 TOIUHN)

3abenexka: MzuncneHNTe CTOWHOCTY U IOBEPUTEITHUTE HHTEPBAN ca KOPUTHPAHU 110 YOBEKBpPEME Ha
MpOCIIe/IsIBaHe.

B kpast Ha U3MUTBAHETO U KOMOWHUPAHHUTE MPOTOKOJIH,

o eukacHoctra Ha Gardasil cpeury HPV 6-, 11-, 16-, 18-cebp3an CIN 1 ¢ 95,9 %
(95 % CI: 91,4; 98,4),

. etukacHoctTa Ha Gardasil cpenry HPV 6-, 11-, 16-, 18-cepp3an CIN (1, 2, 3) u AIS e 96,0 %
(95 % CI: 92,3; 98,2),

. epukacHoctTa Ha Gardasil cpenty HPV 6-, 11-, 16-, 18-cBpp3anu VIN2/3 u VaIN 2/3 e
crorBetHO 100 % (95 % CI: 67,2; 100) u 100 % (95 % CI: 55,4; 100),

o eukacnoctra Ha Gardasil cpeury HPV 6-, 11-, 16-, 18-cBbp3aHuTe reHUTATHA OpaaBUIIA €
99,0 % (95 % CI: 96,2; 99.9).

ITpu mpotokon 012 edukacuoctTa Ha Gardasil cpelny 6-MeceuHo omnpezeieHa MepcucTUparia
UH(EKIH [TOT0KUTETHU IPOOH MTPH JIBE WX TTOBEYE ITOCIIeI0BAaTEIHU BU3UTH Ipeu 6 Mecena (£ 1
Mecelr) Wi rmoBede], cebp3ana ¢ HPV 16, e 6umna 98,7 % (95 % CI: 95,1, 99,8) n 100,0 % (95 % CI:
93,2, 10,0) crorBeTHO 32 HPV 18 cnex npocnenssane ot mosede ot 4 rogunu (cpeaHo 3,6 ToauHN).
[Tpu 12 mMeceuHo omnpezesneHa nepcucTrpama napexus, epukacHoctra cperry HPV 16 u HPV 18 e
omra 100,0 % (95 % CI: 93,9, 100,0) u 100,0 % (95 % CI; 79,9, 100,0).

EdukacHocT 1ipu sxeHu ¢ npusHar Ha HPV 6. 11, 16 winu 18 nndeknusa wiu 3adoiasiBade npes AeH 1

Hsima manHM 3a 3ammra oT 3a00saBaHe mpuarHeHo oT HPV TumnoBeTe BBB BakCHHATA, KBM KOHUTO
xenute ca Ounn PCR nonoxxutennu npes Jlen 1. 2Kenn, kouto Beue ca Ounn MHOEKTUPAHH C STUH
WJIM IOBeU€ CBbp3aHu ¢ BakcuHata HPV Tumna npenu BakCMHUPAHETO, ca 3allIUTEHU OT KIMHUYHO
n3pa3eHo 3a0olsBaHe, MPUYUHEHO oT octaHanmuTe HPV Tunose.
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EdukacHOCT IIpH KeHU ChC WK 0e3 Impenxoaya nHdekius Wiy 3adoissade B pesyiarar Ha HPV 6, 11,

16 umm 18

Pesynrarute ot mpomenena intention to treat (ITT) mormymamnusi, BKIFOUBAIa »XE€HNU HE3AaBUCHMO OT
texuust HayasieH HPV cratyc B ieH 1, KOUTO ca MOy4YusIu MTOHE €{Ha BaKCUHALIUS U TIPU KOUTO
OpoeHeTo Ha ciiyyanTe 3amouBa 1 mecer| cieq npuiarane Ha fo3a 1. Tazu momynanus ce npuOImkxaBa
JIo obmaTa momynamus )KeH! 10 OTHOIIIEHHe pa3npocTpaHernero Ha HPV urdexnus nim 3abonsBane
NIPY BKJIFOYBAHETO B CHOTBETHOTO MpoyuBaHe. Te3u pesynraTtu ca 006obmenu B Tabnmna 3.

Tabnuya 3: E¢uxacnocm na Gardasil npu ucoxocmenennu yepsuxanuu aesuu npu npomerena ITT-
HONYIAYUs GKII0UGAUA ICEHU He3a8UCUMO om mexHusa Havaren HPV cmamyc

Gardasil IInane6o Gardasil Ilnaneoo o
% M
Bpoii Bpoii epukacHoct* Bpoii Bpoii e(pmca*c Hocr
cIydyau ciy4yau * ciydyau ciryqyau B KDas Ha
Bpoii Bpoii 32 2 rOAUHHI Bpoii Bpoii P
o M3NUTBAHETO
YYACTHH | YYACTHHIH 95 % CI) YYACTHHIH | YYACTHHIH 95 9% CI
i * * % ( o CI)
HPV 16- 122 201 39,0 146 303 51,8
nin HPV 9831 9 896 (23,3;51,7) 9836 9904 (41,15 60,7)
18-
CBBpP3aHH
CIN 2/3
nau AIS
HPV 83 127 343 103 191 46,0
16/18- 9 831 9 896 (12,7; 50,8) 9 836 9904 (31,05 57,9)
CBBP3aH
CIN 3
HPV 5 11 543 6 15 60,0
16/18- 9 831 9 896 (<0; 87,6) 9 836 9904 (<0;87,3)
CBBP3aH
AIS

*Bpoii ydacTHHIIM C Hali-MaJIKO €IHO MOCeIeHue 3a npocienssane cien 30 auu cien Jen 1
**[IpoeHTHT Ha €PUKACHOCT CE M3UNCIIABA TT0 KOMOMHUpaHUTE MPOTOKoIu. ErukacHoctra 3a HPV
16/18 cbp3an CIN 2/3 unm AIS ce ocHoBaBa Ha JaHHU OT mpoTokonu 005 (camMo cBBp3aHu C

16 xpaiinu nokazarenu), 007, 013 u 015. [Tanuenture ca mpociensBaHu 3a Nepruoa 10 4 TOIUHU
(cpemuo 3,6 ronuHM).
3abenexka: MzuncneHNTe CTOWHOCTH U IOBEPUTEITHUTE WHTEPBAN ca KOPUTHPAHHU 10 YOBEK-BpeMe
Ha MIPOCIeAsIBaHE.

Edwukacuoct cperry HPV 6-, 11-, 16-, 18-cewp3anu VIN 2/3 e 6una 73,3 % (95 % CI: 40,3, 89,4),
cpeury HPV 6-, 11-, 16-, 18-cebp3anute ValN 2/3 e ouna 85,7 % (95 % CI: 37,6, 98,4) u cperry HPV
6-, 11-, 16-, 18-cBbp3anute kouamomu e ouna 80,3 % (95 % CI: 73,9, 85,3) npu komOuHUpaHU
MPOTOKOJIU B Kpasi Ha M3IMUTBAHETO.

06110 12 % ot KOMOMHMpaHaTa POyYBaHa MOMyJalys MMa aOHOPMHHU pe3yNTaTh OT HaTpuBKH (Pap

test), mpeanonaramy Hanmmareto Ha CIN B nen 1. Cpen sxeHuTe ¢ aOHOPMHU pe3yNTaTH OT HATPUBKHU B
Hen 1, xouto He ca Omnm nHpEKTHpaHu cbe choTBeTHUSI HPV BakcunaneH tun B aeH 1,
e(hMKacHOCTTa Ha BaKCHHATA € OcTaHayia Bucoka. Cpes sEeHHUTE ¢ aOHOPMHHM Pe3yJITaTh OT HAaTPUBKH B
neH 1, xouto Beue ca Ownu nH(pEKTHpaHu che choTBeTHUS HPV BakcunaneH tun B fieH 1, He e Onia
HaOrogaBaHa e(pUKaCHOCT Ha BaKCHHATA.

3ammra cpenry odua oopeMeHeHocT ot 1epsukaitno HPV 3abonsaBase npu xeHU Ha BB3pacT 16 1o
26 rouHA

EdextsT Ha Gardasil BbpXy oOmIHst pucK OT pa3BuTHE Ha liepBukanHo HPV 3abomsBane (T.e.
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3a0oJIsBaHe, MPUUMHEHO OT KOiTO U Jia € Tunl HPV) e oneHen ¢ Hauano 30 aHu ciieq mbpBaTa J103a,
npu 17 599 yuacTHUIH, BKIIOYESHHU B IBETe M3MUTBaHusI 3a epukacHocT (paza I (ITporokomm 013 u
015). Cpen xenure, 3a KOUTO HsAMA JaHHU 3a HHpeKTHpaHe ¢ 14 yecto cpemwann HPV tumna u ca ¢
oTpHLIaTeTHa HUTOHaMa3Kka B [len 1, mpunaraneTo HamainsiBa pasnpoctpaneHuero Ha CIN 2/3 uim AIS
MPUYMHECHA OT BaKCHHAJEH nin HeBakcuHasieH HPV tum ¢ 42,7 % (95 % CI: 23,7, 57,3) una
reHutanauTe 6pagasuny ¢ 82,8 % (95 % CI: 74,3, 88,8) B kpas Ha UMUTBAHETO.

B momndummpanara ITT momymarus, moia3ata oT BAKCHHATA 110 OTHOIIICHHE Ha 00IIIOTO
pasmpoctpanenue Ha CIN 2/3 niau AIS (mpuunHeHu oT KolTo U aa ¢ HPV Tum) u Ha reHuTamHuTe
OpajaBuIM € MHOTO TIO-HUCKO, ¢ HamaJieHrne choTBeTHO oT 18,4 % (95 % CI: 7,0, 28,4) 1 62,5 %
(95 % CI: 54,0, 69,5), Tpii kaTo Gardasil He BiHsAe BBPXY MPOTHYAHETO HA MHPEKIUUTE UIH
3a00JIIBaHETO, KOMTO CHIIECTBYBAaT KbM MOMEHTA Ha BaKCHHUPAHE.

BinsHue BpXy Oponeaypu 3a I[ed)I/IHI/ITI/IBHO TNCPBUKAJIHO JICYCHUC

Brusauero Ha Gardasil BppXy decToTaTa Ha poIieTypH 3a 1e(hMHUTHBHO IIepPBUKAITHO JIEUEHHE,
He3aBHUcUMO OT npuuuHsaBamug HPV turm, e oneneno npu 18 150 yuacTHuIM, BKITIOUEHU

npotokoia 007, mporokonu 013 u 015. Ilpu Henndexktupana ¢ HPV monynanus (sennpextrpana c 14
yecrto cpeand HPV tuna m orpunarenna nuronamaska mpes jex 1), Gardasil HamasiBa mpoiieHTa Ha
JKEHHTE, IPU KOUTO € MPoBeKAaHa Ipoleaypa 3a nepuHuTHBHO_LiepBukaino geuenne (Loop Electro-
Excision Procedure mnu Cold-Knife Conization) ¢ 41,9 % (95 % CI: 27,7, 53,5) B kpas Ha
m3rmtBaHeTo. Cpen I'TT monynanmsara ceoTBeTcTBamoTo Hamanenue € 23,9 % (95 % CI: 15,2, 31,7).

Kpbcrocana 3ammrHa epukacHOCT

Edukacnocrra Ha Gardasil cpenry CIN (Besika crerier) u CIN 2/3 unu AIS npuunnenu ot 10 He-
BakcuHainau HPV tuma (HPV 31, 33, 35, 39, 45, 51, 52, 56, 58, 59), ctpykTypHO cBbp3anu ¢ HPV 16
win HPV 18, e ouenena B komOuHupanata ¢aza III (N = 17 599) 6a3a nannu 3a epuKacHOCT cliex
MeJraHa Ha MPOIBIDKUTETHOCT Ha TIpOoCiIesiBaHe oT 3,7 ToauHu (B Kpas Ha M3MUTBaHeTo). M3mepena
€ e(pUKaCHOCTTa CpeIlly KpailHi TOYKH 3a 3a00JIsIBaHE, IPUYMHECHO OT MPEABAPUTEIHO ONpeecHa
KoMOMHanus oT He-BakcuHaHu HPV Tunose. [IpoyyBanusTa He MOrar aa OICHAT e()UKaCHOCTTA
cpetry 3a0omsBaHe, MpUUNHEHO oT oTaenan HPV tumnose.

[IBpBUYHUAT aHATH3 € HATIPABEH HA TUIIOBO-CICIIM(MUIHHM MOITYJIAlUH, KOWTO U3UCKBA KEHUTE Ja
OBbJaT OTPHUIIATENTHH 32 AHATH3UPAHUS THIL, HO KOUTO OM MOTJIO 1a ObJaT MOJIOKUTENHH 3a Apyru HPV
tunose (96 % ot 1saTa nmomynanus). [IspBUYHMAT BpeMeBH aHAN3 ciie]] 3 TOAWHU He € JOCTUTHAT
CTAaTUCTUYECKA 3HAYMMOCT 32 BCUUKH MPEABAPUTEIHO ONpeieNeH Kpaitnu Touku. [locneanure, ot
Kpasi Ha IMPOyYBaHETO PE3yJITaTh 3a KOMOMHUPaHOTO pasnpocrpanenue Ha CIN 2/3 unu AIS B Taszu
TIOITYJTAIINS CIIE] POCTeIIBaHe ChC CpeaHa MPOIBIDKUTEIHOCT OT 3,7 TOJWHU ca TIOKa3aHH B

tabnuna 4. 3a KOMOMHUPAHUTE KPpalHU TOYKH, CTATUCTUYCCKU 3HAYMMa e()UKACHOCT CPEILy
3a0ossiBaHe € AeMoHcTpupaHa cperry HPV tumnose, punorenerinuno cebp3anu ¢ HPV 16 (mpean
Bcuuko HPV 31), nokaro mpu HPV tunose, ¢punorenernyno cevp3ann ¢ HPV 18 (Bkmounrenao HPV
45), e e HaONMFOTaBaHA CTATUCTHUYECKU 3HaUYnMa eukacHOCT. 3a 10 uamuBuayannu HPV tunose,
CTaTHCTUYECKa 3HAYUMOCT € IocTurHara camo 3a HPV 31.

Tabnuya 4 Pesynmamu 3a CIN 2/3 unu AIS npu neungexmupanu ¢ munogo-cneyuguunu HPV
yuacmuuyu (pesynmamu om Kpas na usnumeaneno)

Hewnndexrupana ¢ > 1 HPV tun

KomOunnpan kpaeH Gardasil [Tnane6o

MOoKa3aresn ciydau ciydau % EdukacHocT 95 % CI
(HPV 31/45)* 34 60 43,2 % 12,1; 63,9
(HPV 31/33/45/52/58) 8 111 150 25,8 % 4,6; 42,5
10 ne-Baxcunamau HPV 162 211 23,0 % 5,1; 37,7
Tomal

cBbp3anu ¢ HPV-16 tumna 111 157 29,1 % 9,1; 44,9
(A9 punorenernuna

rpyna)
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Heunndexrupana ¢ > 1 HPV tun

KomOunnpan kpaeH Gardasil [Tnane6o

MOKa3aTel ciayJau ciayJau % EdukacHoct 95 % CI
HPV 31 23 52 55,6 % 26,2; 74,17
HPV 33 29 36 19,1 % <0; 52,17
HPV 35 13 15 13,0 % <0; 61,97
HPV 52 44 52 14,7 % <0; 44,21
HPV 58 24 35 31,5 % <0; 61,0

cBbp3anu ¢ HPV-18 tumna 34 46 259 % <0;53,9

(A7 dbunorenernuna

rpyrma)
HPV 39 15 24 37,5 % <0; 69,57
HPV 45 11 11 0,0 % <0; 60,77
HPV 59 9 15 399 % <0; 76,87

AS tuma (HPV 51) 34 41 16,3 % <0; 48,57

A6 tuna (HPV 56) 34 30 -13,7% <0; 32,57

1 M3nuTBaHUsATa HE MOTAT JIa OIEHAT e(hUKACHOCTTA CpeITy 3a00sIBaHe IPUIUHEHO OT OTICITHH
HPV tHmose.

! EgukacHocTTa € ocHOBaHa Ha Hamanssane Ha HPV 31-cewpzanu CIN 2/3 um AIS

¥ EdukacHocTTa € ocHOBaHa Ha HamansBane Ha HPV 31-, 33-, 52-, u 58- cebpzanu CIN 2/3 nmm
AIS

I Bxmousa aHATMTUYHO-OIIpeaenenu He-Bakcunanuu HPV tuna 31, 33, 35, 39, 45, 51, 52, 56, 58,
u 59.

EdukacHoCT 11pu sxeHU Ha Bb3pacT 24 1o 45 roaunu

Edukacnocrra Ha Gardasil npu xeHu Ha Bb3pacT 24 10 45 rofunu € olieHeHa B 1 miare0o-
KOHTPOJHUPAHO, TBOWHOCIISTIO, panmoMu3upano dasa I1I knuamano m3nmureane (I1poroxon 019,
FUTURE I1I), BkirouBaio o6mo 3 817 :eHr, KOUTO ca BKIIOYCHH B U3IMUTBAHETO M BAKCHHUPAHH
0e3 mpeaBapuTeICH CKPUHUHT 3a Hannune Ha HPV undexums.

[TepBUuHaTa KpaiiHa TouKa 3a e()UKACHOCT BKJIIOUBA KOMOMHUpaHaTta yectota Ha HPV 6-, 11-, 16-
i 18-cBbp3aHa u koMOuHKUpaHa yectota Ha HPV 16- unu HPV 18-cBbp3ana nepcuctupaiia
nH(peknus (6 Mecena 1o onpeieTieHne), TEHUTATHN OpaJaBUIld, ByJIBapHU U BaruHaimHU Je3nu, CIN
oT Bcska creneH, AIS u niepBukanen pak. MeananaTta Ha IPOABIDKUTETHOCT Ha MPOCIEISBAHE TIPU
ToBa u3nutBane ¢ 4,0 roguHu.

B nearocpounoto pasmupeHo npoyusane ¢ IIporokon 019 ca npocnenenu 685 jxeHH Ha Bb3pacT
24-45 ropunu npu umyHu3upane ¢ Gardasil B ocHoBHOTO nipoyuBane. B PPE momynanusra B
npoabokenne Ha 10,1 roquay (¢ MeIraHa Ha MPOABIDKUTEIHOCT Ha TIPOCIIeIIBAHETO 8,7 TOAMHM) HE
ca HabOmromaBanu cirydan Ha HPV 3a6onssanus (HPV tumose 6/11/16/18-cBbp3anu CIN oT kakBaTo u
Jla € CTeTeH, U TeHUTATHU OpaJaBUIIN).

EdukacHocT npu xeHn, HemHGEKTUPaHU ¢hC choTBeTHU(TE) BakcuHaiteH(Hrn) HPV tumn(ose)

[TepBUUYHUAT aHaM3 HA ePUKACHOCTTA € IpH Homyianus ¢ epukacHoct o npotokoin (PPE) (t.e.
BCHYKHM 3 BaKCHMHAIIMK B PAMKUTE Ha | TOJMHA OT BKJIIOYBAHETO, 0€3 CHIIECTBEHH OTKJIOHEHHS OT
NPOTOKOJa U HenH(eKTHpaHu cbe choTBeTHHUS (Te) HPV Tun(ose) npenu nosa 1 u no 1 mecen ciexn
no3a 3 (mecer 7)). EdukacHocTTa ce m3MepBa KaTo ce 3alouHe Clie] MoceeHneTo B Mecel] 7. O01o
67 % ot yuactHuuuTe ca HemH(pexktupanu (PCR HeraTtnBHU U cepoHeratuBHM) KbM Becrukute 4 HPV
THUIA IPY BKJIIOYBAHE.

Edukacnocrra Ha Gardasil o oTHoIIeHHe Ha KOMOUHUpaHaTa yectora Ha HPV 6-, 11-, 16-, nim 18-

CBBbp3aHa MepcrucTupaIia nHGEKIrs, TeHUTATHN OpaaBUIlY, ByJIBapHU U BaruHainHH jJe3uu, CIN ot
KakBato U 11a e crenel, AIS u nepsukanes pak e 88,7 % (95 % CI: 78,1, 94,8).
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Edukacnocrra Ha Gardasil mo oTHoIIeHHe Ha KOMOUHUpaHaTa yecTota Ha HPV 16- mwinu 18-cBbp3ana
nepcucTupaiia nHGEKIKs, TeHUTAIHN OpalaBUIld, ByIBapHU ¥ BaruHaimuu Jie3ud, CIN oT kakBaTo U
na e crened ALS u nepBukanen pak e 84,7 % (95 % CI: 67,5, 93,7).

EdukacHOCT I1pH keHU cbC ¥ 0e3 npeamectsana MHb ek uin 3aboissane, npuunaeHu ot HPV 6.
11,16 mum 18

ITomrymanmsTa ¢ bJieH aHanu3 (n3BecTHa ome karo I'TT momymarus) BKITIOYBa )KEHH, HE3aBUCUMO OT
TexHusa uzxojieH HPV cratyc B neH 1, KouTO ca mody4ymiid Hail-MajKo eJHa BaKCHHA U MPU KOUTO
Opoenero 3amouBa ¢ AeH 1. Ta3u momymnarus ce mpuoOImkaBa 1o 00IaTa MoIMmyaIus >KeHH 110
OTHOILIIEHHE Ha pasnpocTtpaneHrero Ha HPV undexnus nnn 3adonsBaHe mpy BKIIOYBaHE.

Eduxacnocrra Ha Gardasil mo oTHomeHne Ha komOuHHMpanaTta yectora Ha HPV 6-, 11-, 16- ninm
18-cBBp3ana nepcucTrpaia HHPEKIH, TeHUTATHN OpaJaBully, ByJIBapHU U BarnHaimHu je3un, CIN
oT Bcsika creneH, AlIS u nepsukaiieH pak € 47,2 % (95 % CI: 33,5, 58,2).

Edukacnocrra Ha Gardasil o oTHoIIeHue Ha KOMOMHMpaHarta Yectora Ha HPV 16- unu 18-cBbp3ana
nepcucTuparia HHOEKIus, TeHUTATHA OpaIaBUIlM, By/IBapHH U BaruHainau Jieaud, CIN ot Bcsika
crerieH, AlIS n nepBukaiiex pak € 41,6 % (95 % CI: -24,3, 55,2).

EdukacHoct nipu »xenu (16 1o 45 roarau) ¢ JaHHY 3a IpeaIecTsana nHQEKIHs ¢ BAKCUHAIIEH
HPV tun (cepono3uTUBHMI), KOSITO BEUE € HEOTKPHUBAEMa IIPEAN HAYaJI0TO Ha BAKCHHAIIMATA
(PCR HeratusHH).

B post hoc ananu3 Ha nuna (KOUTO ca TOJIYUIIIN TIOHE €THA BAKCUHAIINSA) C JAaHHH 3a TIPe/IIIecTBaIa
uH(ekms ¢ BakcuHasieH HPV Tun (ceporno3uTuBHM), KOSATO Beve € HEOTKpUBaeMa Mpei HAaJalloTo Ha
BakcuHauusTa (PCR HeratuBam), edrkacHoctTa Ha Gardasil 3a mpenoTBpatsiBaHe Ha 3a00JsIBaHMUS,
JI'BJDKAIIU Ce Ha MOBTOpHATa nosiBa Ha chiust HPV tum e 100 % (95 % CI: 62,8, 100,0; 0 cpenry

12 coydas [n =2 572 ot cOopHH MPOyYBaHUS MIPH MIIanu ke |) cpeury HPV 6-, 11-, 16- u 18-
cebp3anu CIN 2/3, VIN 2/3, VaIN 2/3, u renutannu OpajaBulM IpH )KEHU Ha Bb3pacT 16 110

26 ronunn. EpukacHocrra € 68,2 % (95 % CI: 17,9, 89,5; 6 cpemry 20 ciyuas [n = 832 ot
KOMOWHHpPaHH MTPOyYBaHUS IPH MITAJH U Bh3pacTHU keHH|) cpeury HPV 16- u 18-cBbp3ann
ChINleCTBYBAIN HH()EKIIUY TPH )KeHU Ha Bh3pacT 16 mo 45 roguHw.

EdukacHOCT IIpu MBXKE Ha BB3pacT OT 16 10 26 roauuu

EduxacHoctTa e onenena cpeuty HPV 6-, 11-, 16-, 18-cBbp3aHu BHHIIHU TeHUTATHE OpaaBHILIy,
NeHWJTHA/TIepUHeaTHa/iepuanaina naTpaenuTenraina Heorwasus (PIN) crenen 1/2/3 u
MepCUCTHUpAIa HHPEKITHS.

EdukacHoctTta Ha Gardasil nmpu Mbike Ha BB3pact oT 16 10 26 ronuHu € orieHeHa B | murane6o-
KOHTPOIIMPAHO, TBOWHO CIISNO, paHaoMusupano ¢asa Il kmuanaao npoyusane (I[Ipotokon 020),
oOxBamamio oomo 4 055 Mbike, BKIIOUEHH B U3MUTBAHETO U BAKCHHUPAHU 0e3 MpeBapuTeeH
CKpHHUHT 3a Hanmnune Ha HPV nadexnusa. CpeaHaTta mpoabKUTEIHOCT HA TIPOCTIesIBAHE €

2,9 roauHA.

B noarpynara ot 598 mbxe (Gardasil = 299; mnane6o = 299) B [Ipotokon 020, KOUTO ce ONPeNeIsIT
KaTO MbXe, KOUTO IPaBAT cekc ¢ Mbke (MCM) e orieHeHa e()UKacHOCTTA CpEllly aHaIHA
uHTpaenurenuanHa Heorazus (AIN crenenn 1/2/3) u aHaneH pak U IepcUCTHpaIa HHTpaaHaTHA
UHPEKIS.

MCM ca ¢ mo-Bucok puck ot ananaa HPV undekuus, B cpaBHeHHE C ¢ 00maTa NOMyJIanus;
abCcoJII0THATA 110J13a OT BaKCHHALIMATA, ONpeiesieHa KaTo IpeAlia3BaHe 0T aHaJIeH pak B o0ara

TMOITYJIAIKs, CE OYaKBa Ja ObhJie MHOT'O MaJIKa.

HIV undexumsara e 6una n3KI0YBAII KPUTEPUH (BXK. Touka 4.4).
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EdukacHoCT 11pu MbXKe, HeMH(MEKTUPAHU ChC ChOTBETHUTE BakcuHaiHu HPV tunose

[IspBuUHUAT aHATHM3 HA e)UKACHOCTTA 110 OTHOIIeHHe Ha BakcuHamHaute HPV Tumose (HPV 6, 11, 16,
18) e HampaBeH BBPXY epUKaCHOCT NpH momynanusra 1o npotokoi (PPE) (T.e. Bcuuku 3 BakcuHanmu
B PaMKHTE Ha | TOAMHA OT BKIIOYBAHETO, 0€3 CHIIECTBEHN OTKJIIOHEHHUS OT MIPOTOKOIA U
HenH(eKTUpanu ¢k choTBeTHUA(Te) HPV THI(0Be) penu mo3a 1 u 1 mecerr cinen no3a 3 (mecert 7)).
EdukacHocTTa € M3MepeHa ¢ oTIpaBHa ToUYKa ciie]l Bu3uTaTa Ha Mecery 7. O0mo 83 % ot mpxere

(87 % ot xetepocekcyanante ydacTHUIM 1 61 % or MCM yvactauim) ca Henapexkrupann (PCR
OTpUIIATETTH! U CEpOHETaTHBHM) KbM Beuukute 4 HPV Tumna npu BKItoYBaHeToO.

Amnannara uaTpaenurenuania neomnasus (AIN) crenen 2/3 (ymepeHa 10 BUCOKOCTEIIEHHA
JIUCTIIA3HA) € U3MOJI3BaHa B KITMHNYHUTE N3MUTBAHUS KaTO 3aMECTUTENIEH MapKep 3a aHAJIEH PakK.

Pesynrarute 3a epukacHOCT 32 ChOTBETHUTE KPAHU TOYKY, aHATU3UPAHU B Kpasi HA U3MTUTBAHETO
(cpemHa IPOIBIDKATETHOCT Ha MPOCIIEIIBAHETO 10 2,4 TOMWHN) B TOIYJIAMKATA IO TIPOTOKOJT ca
npencraBeru B Taomuma 5.Crerenn 1/2/3 Ha edukacHocT cpenty PIN He ca qeMOHCTpUpaHH.

Tabnuya 5: Epuxacnocm na Gardasil cpewy evrwnu eenumannu nezuu va PPE* nonynayus om
Mmworce Ha 8v3pacm 16-26 2o0unu

Gardasil I1ame6o % Ed¢uxacHoct
Kpaiina Touka N | Bpoii ciyuan N | Bpoii ciyuan (95 %CI)
BoHIIEN reHuTaHA Je3uu, cBhp3anu ¢ HPV 6/11/16/18
BBHIIHY TeHUTAIHU 1394 3 1404 32 90,6 (70,1; 98,2)
Je3un
I'enurannn 1394 3 1404 28 89,3 (65,3; 97,9)
OpaTaBUIH
PIN1/2/3 1394 0 1404 4 100,0 (-52,1; 100,0)

*Yuactaurre B PPE nomynarusara, nonyymiv BCUYky 3 BaKCUHAIMK B PAMKHUTE Ha | TOJMHA OT
BKJTFOYBAHETO, O€3 CHIIECTBEHN OTKIOHEHHS OT IMPOTOKOJIa M HEMH(PEKTHPaHH ¢ choTBeTHHA(Te) HPV
tun(oBe) npean no3a 1 u 1 mecer crnex no3a 3 (mecert 7).

Ipu ananu3a 3a aHaaau e3uu npu MCM monynanusTa B Kpast Ha MPOy4YBaHeTo (cpeHa
MPOIBIDKUTETHOCT Ha TIpOCiensBaHeTo 2,15 roguam), mpeBaHTUBHUAT edekT cpemry HPV 6-, 11-, 16-,
18-cebp3anu AIN 2/3 e 74,9 % (95 % CI 8,8, 95,4; 3/194 cpemry 13/208) u cpenry HPV 16- unu
18-cBbp3anu AIN 2/3 86,6 % (95 % CI1 0,0, 99,7; 1/194 cpeury 8/208).

IToHacTosimeM NpOABIKUTEIHOCTTA Ha 3alUTaTa CPELly aHaJIeH paKk € HeM3BecTHa. B ABJIrocpouHoTO
pasmupeno npoyuBane ¢ [Ipotokon 020 ca nmpocnenaenu 917 mbxe Ha Bb3pacT 16-26 ronuHu pu
umyHm3upaHe ¢ Gardasil B ocHoBHOTO ipoyuBane. B PPE nonynarusita B mpogbokeHre Ha

11,5 roguaM (¢ MeauaHa Ha MTPOIBIDKATEITHOCT HA MIPOCISASIBAHETO 9,5 TOMWHN) HE ca HaOJIIoJaBaHN
ciydau Ha HPV Tunose 6/11-cBbp3anu renutannu opanasuun, HPV 6/11/16/18-cBbp3anu BEHIIHU
renuTtanau ge3uu wid HPV 6/11/16/18 Bucokoctenenna AIN 8 MCM nonynarusra.

EdukacHOCT Opu MbXe C¢hC ¥ 0e3 mpeaxoxaama nHbeKInsa win 3a0oisgsade npuunaeau ot HPV 6,
11,16 mim 18

[IenHAAT aHAM3 HA OTpe/IeNieHaTa MOMyJIalys BKII0YBA MBbXe HE3aBHCUMO OT TeXHus HavajneH HPV
CTaTyC B A€H 1, KOHUTO Ca OJIyUHIIn HaMl-MaJIko €IHa BaKCUHAIUA U IIPpU KOUTO OTUYUTAHETO Ha
ChCTOSIHUETO 3anouBa Ha JieH 1. Ta3u nomynaius ce mpuOmKaBa 1o 00IaTa momnyiaus MbKe 10
OTHOIIIEHUE Ha mpeodnagaBaneTo Ha HPV undekms nmm 3a0601s8aHe TIPH BKIIOYBAHETO.

Edukacnocrra Ha Gardasil cpenty reauranau Opagasuiy, cebp3anu ¢ HPV 6-, 11-, 16-, 18-¢ 68,1 %
(95 % CI: 48,8, 79,3).

EdextuBHOCTTa Ha Gardasil cpety HPV 6-, 11-, 16-, 18-cebp3anu AIN 2/3 and HPV 16- nnn 18-
cebp3ann AIN 2/3 nmpu MCM nonusnutane e 54,2 % (95 % CI 18,0, 75,3; 18/275 cpeury 39/276) n
cboTBeTHO 57,5 % (95 % CI: -1,8, 83,9; 8/275 cpemty 19/276 cnyuas).
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3ammra cpemry obmara texxect Ha HPV 3a0os1sBaHe IIpyu MBXKE Ha Bb3pacT OT 16 10 26 roauHu

Bw3aneiictBuero Ha Gardasil cpenty oOmiust puck OT BRHIIHM TeHUTATHH JIE3UH € OLIEHEH CJIe]] IbpBaTa
J03a Tipu 2 545 ywactHuiy, BKIoueHH BpB (aza Il m3nuteane 3a epukacunoct ([Ipotokon 020). [Tpu
MBXe, HemHpekTrpann ¢ 14 gecto cpemann HPV tumose, npunoxxennero Ha Gardasil HamamnsBa
4YeCTOTaTa Ha BHHIITHA TCHUTAIHY JIC3UH, TIPUIMHEHN OT BAKCUHAIHU WM HeBakcuHamH HPV Tunose
¢ 81,5 % (95 % CI: 58,0, 93,0). [Tpu mestaus ananus (FAS) Ha momynamusita, moj3aTa OT BaKkCHHATa
10 OTHOIIIEHE Ha 001aTa YecToTa Ha BhHIIHYU reHuTanau je3un (EGL) e mo-mainka, ¢ MOHMKEHUE OT
59,3 % (95 % CI: 40,0, 72,9), Toit kato Gardasil He BB37€iicTBa BBPXY X0OJa Ha MHPEKITUUTE UIIN
3a00JIIBaHUATA, KOUTO Ca HAJTMYHU NPU TIOCTaBsSHE HA BaKCHHATA.

B’L3ZL€ﬁCTBHe BBHPXY OouoncusaTa u OpoHCAyYPHUTE 3a )Ie(bI/IHI/ITI/IBHO JICYCHHUEC

Bu3neiicteuero Ha Gardasil BEpXy Ka4ecTBOTO Ha OMOTICHS | JICUCHHE HAa BHHITHUTE TeHUTATHU
nesun (EGL), HezaBucumo ot HPV Tumnosere, mpuauHAIN 3a00IIBAHETO, € OIEHEHO IpH 2 545 nuria
BkitoueHu B [Ipotoxon 020. [1pu nenndexrupana ¢ HPV nomynanus (HenHpexTupanu kpM 14 gecto
cpemrann HPV tumose), B kpast Ha m3nuTBaHeTo Gardasil HaMassBa mporeHTa MBKe ¢ B3eTa OHOTICHS
¢ 54,2 % (95 % CI: 28,3, 71,4) u c npoBeneno neuenne 47,7 % (95 % CI: 18,4, 67,1). BeB FAS
TMOITYJIAIMATa, ChOTBETHOTO MOHIKeHue € 45,7 % (95 % CI: 29,0, 58,7) u 38,1 % (95 % CI: 19,4,
52,6).

Hmynozennocm

MCTOQI/I 3a USMEPBAHC HA UMYHHUA OTTOBOPD

HpI/I HPV Bakcunute HIMa YCTaHOBCHO MUHUMAJIHO HUBO HAa aHTUTECJIaTa, KOCTO 1a OCUTYPsABa
nmpeanasBale oT I/IH(l)CKI_II/Iﬂ.

Wmynorennoctra Ha Gardasil e 6una onienena npu 20 132 (Gardasil n = 10 723; mrane6o n = 9 409)
MOMHMYETA U KEHU Ha Bb3pacT 9 1o 26 ronunwy, 5 417 (Gardasil n = 3 109; miamne6o n = 2 308)
MOMYETa U MBbXKe Ha Bb3pacT oT 9 10 26 ronuau u 3 819 skern Ha BB3pacT 24 1o 45 roaunu (Gardasil
n=1911, mrane6o n =1 908).

3a orleHKa Ha UMYHOTE€HHOCTTA MPH BCEKHM BaKCHHAJICH TUII Ca U3IOJI3BAHN THUIIOBO -CHIETIM(PHIHI
MMYHOJIOTHYHH TECTOBE, KOHKYPEHTEH, OCHOBaBaI ce Ha Luminex, nmyHomorndeH tect (cLIA), ¢
TunoBo-crenuduyHu cranaaptu. C TO3u METOJ] Ce U3MEPBAT aHTHUTENA CPEIIy SIMH HEyTPaJIU3UpPaIIl
enuTon Ha Bceku oTaeseH HPV tum.

Nmynauu otrosopu ipu Gardasil Ha nepBuUd Mecell ciaen 1o3a 3

B xIMHUYHKTE U3NUTBAHUS IPU KEHU HA Bb3pacT 16 1o 26 rogunu, 99,8 %, 99,8 %, 99,8 % u 99,5 %
ot nomyumnurte Gardasil craBar croTBeTHO aHTU-HPV 6, antui-HPV 11, antu-HPV 16 u antu-HPV-
18 cepomosutrBHE Ha 1 Mecer cien m03a 3. B KIIMHUYHOTO U3MHUTBAHE MPH JKCHH Ha BB3pacT 24 10
45 roqunwn, 98,4 %, 98,1 %, 98,8 % u 97,4 % ot yuactHuuTe, nomyumnu Gardasil, cTaBat chOTBETHO
antu-HPV 6, antu-HPV 11, antu-HPV 16 1 antu-HPV 18 cepono3uTuBHH, KbM IBPBUS MECEI] CJIE]T
no3a 3. B kMHUYHO U3MUTBaHE TIPU MBXKE Ha Bb3pacT oT 16 1o 26 roaunu, 98,9 %, 99,2 %, 98,8 % u
97,4 % ot ydacTHULIUTE, KOUTO ca mosryurnn Gardasil, craBat croTBeTHO aHTU-HPV 6, antu-HPV 11,
antu-HPV 16 u antu-HPV 18 ceponosutuHy, 0 equH Mecer] cnen no3a 3. Gardasil uagynmpa
BHCOKO HUBO Ha aHTU-HPV cpenno reomerpuunu tutpu (GMTs) 1 mecert cnex 103a 3 npu BCUYKH
W3CIICIBAaHU TPYTIH.

KaxkTo ce ogakBa, ipu ykeHH Ha BB3pacT 24 1o 45 roaunau (potokon 019), HabarogaBaHuTe TUTPH Ha
aHTUTENaTa ca MO-HUCKU B CPAaBHEHHE C KEHU HA BB3pacT 16 10 26 roauHu.

Hugara Ha antu-HPV npu ygacTHHLINTE, HA KOUTO € IPHIIOKEHO M1anedo, KOUTO ca Ce U3UUCTHIIN OT
HPV undexnus (ceponosurusau U1 PCR HeratuBHM), ca OMIIM 3HAYUTETHO TO-HUCKHU OT TE3H,
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MHAYIUpaHu oT BakcuHata. OcBeH ToBa, aHTH-HPV HuBata (GMTSs) npu BakCMHHUpaHUTE YHaCTHUIU
OCTaBaT PaBHU WJIM HAJIBUIIABAIlM CEPyMHHUTE TPAHUYHHI CTOMHOCTH MPU JBITOCPOUYHOTO
mpocIesBaHe Ha KTUHUYHUTE n3nutBanus ¢asza Il (Bxk. mo-nony B Ilepcucmupane na umyHHus
omeogop om Gardasil).

Csbp3Bane Ha epukacHocrra Ha Gardasil pu )KeHn KbM MOMHUYETA

Enno ximmangno m3nutane (IIpotokon 016) cpaBusBa nmyHoreHHocTTa Ha Gardasil mpu 10- 1o
15-romumHy MoMHYeTa ¢ Ta3u npu 16- 1o 23-roqummau xeHu. [Ipu rpynaTta Ha BakcuHupanure, 99,1
1o 100 % ca cepono3uTUBHY KbM BCUUKH BaKCHHAJIHU CEpOTUIOBE 10 1 Mecen cnex no3a 3.

B Tabmuma 6 ce cpaBassat 1 mecen cinen mo3a 3 antu-HPV 6, 11, 16 u 18 GMTs mipu 9- mo 15-
TOUILIHU MOMHUYETA C Te3U IpH 16- 10 26-roAUIITHYU KEHHU.

Tabauya 6: Cevpssane Ha umynozenHocmma npu 9- 0o 15-eoouwmu momuuema u 16- 0o 26-eoouwnu
JiceHU (nonyrayust no NPoOmoxo) cnoped mumpume, onpedeneru ¢ cLIA

MomuyeTra Ha Bb3pacT 9-15 rogunu 7Kenu na Bb3pact 16-26 roqunu
(IIpotoxkosu 016 u 018) (Ilporokosu 013 u 015)
n GMT (95 % CI) n GMT (95 % CI)
HPV 6 915 929 (874; 987) 2631 543 (526; 560)
HPV 11 915 1303 (1223; 1 388) 2 655 762 (735; 789)
HPV 16 913 4909 (4 548; 5 300) 2570 2 294 (2 185; 2 408)
HPV 18 920 1 040 (965; 1 120) 2796 462 (444; 480)

GMT- Cpenno reomerpudet TuTbp B mMU/ml (mMU= munu-Merck ennaunm)

Antu-HPV otrosopure Ha Mecerr 7 mpu 9- 1o 15-roguimHITe MOMHAYETa HE ca OMIIA TTO-HUCKH OT
antu-HPV otroBopure npu 16- 10 26-roguirHu )eHu, IpYU KOUTO epUKacHOCTTa € Onia ornpezeneHa
B KiimHNYHY m3nuTBanus Paza [1I. ImyHoTeHHOCTTa € OMIla CBbp3aHa C Bb3PacTTa U HMBATa HA aHTH-
HPV na mecent 7 ca Oniu 3HAYMTEITHO MTO-BUCOKH TPH TIO-MITAJIUTE JIMIIA HA BB3PacT 1moA 12 ToauHH,
OTKOJIKOTO TIPH TE3W HaJ| Ta3u BB3pacT.

B®3 ocHOBa Ha NMpoyYeHaTa Bpb3Ka B UMYHOT€HHOCTTA MOXKeE J1a Ce Mpernoiara Hainyue Ha
etukacHoct Ha Gardasil ipu 9- 10 15-roauIIHE MOMHUYETA.

B nwparocpounoTo pasmmpeno npoyusane ¢ [Ipotokon 018 ca mpocnenenn 369 momuueTra Ha Bb3pacT
9-15 roguan pu nmyHm3upane ¢ Gardasil B ocHoBHOTO mTpoyuBane. B PPE monynanusrta B
npoabnkenre Ha 10,7 roguan (C MenuaHa Ha POABIDKUTENTHOCT Ha mpocnenssane 10,0 roguan) He
ca HaOnroaBanu cirydau Ha HPV 3a6onssanust (HPV tunose 6/11/16/18-cBbp3anu CIN oT kakBaTo U
Jla € CTETICH, U TCHUTATHU OpaJlaBUIN ).

Csbp3Bane Ha edukacHocTra Ha Gardasil npu MbXe KbM MOMYETA

Tpu xmuarmasN npoyusanns (IIporoxomm 016, 018 u 020) ca u3nmon3Banu 3a cpaBHsSBaHE Ha
uMyHreHHocTTa Ha Gardasil mpu MmoMvera Ha Bb3pacT oT 9 10 15 ronuHU 1 MBKe Ha BB3pacT oT 16 1o
26 ronunu. [Ipu rpymnara Ha Bakcunupanute, 97,4 10 99,9 % ca craHanu cepono3UTUBHU KbM BCUYKU
BaKCHHAJIHH CEPOTHUIIOBE 10 1 Mecer cien g03a 3.

B Ta6ununa 7 ce cpaBusiat antu-HPV 6, 11, 16 1 18 GMTs 1 mecen cien no3a 3, npu 9- o 15-
TOIUIITHU MOMYETA C T€3U Ipu 16- 10 26-TOIUIITHI MBXKE.
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Tabnuya 7: Cevpseane Ha umyHozeHnocmma npu 9- 0o 15-200uwnu momuema u 16- 0o 26-200uuinu

Mvosce (nonyrayus no NPOmMoKos) cnoped mumpume, onpedenenu ¢ cLIA

MomueTa Ha Bb3pacT
oT 9 1o 15 rogunn

Mmn:ke Ha Bb3pacT oT 16 10 26 rogunu

n GMT (95 % CI) n GMT (95 % CI)
HPV 6 884 1038 (964; 1 117) 1093 448 (419, 479)
HPV 11 885 1387 (1299; 1 481) 1093 624 (588, 662)
HPV 16 882 6057 (5 601; 6 549) 1136 2403 (2 243, 2 575)
HPV 18 887 1357 (1 249; 1 475) 1175 403 (375, 433)

GMT- Cpenno reomerprudeH TUTHp B mMU/ml (mMU= mumu-Merck eguHuim)

AnTu-HPV otroopure Ha mecent 7 mipu 9- 1o 15-roaumHuTe MOMYeTa He ca OMIIM TIO-HUCKHU OT aHTH-
HPV otrosopure mpu 16- 10 26-roaniHn Mbxe, IPpH KOUTO ehUKacHOCTTa € Ouiia onpesiesieHa BbB
(haza III npoyuBanwust. imyHOreHHOCTTa € OMIa CBbp3aHa C Bb3pacTTa U HUBaTa Ha aHTU-HPV Ha
Mecel] 7 ca OMIIM 3HAYUTEITHO MO-BUCOKH TIPH MO-MJIaIUTE JTUIIA.

Bb3 ocHOBa Ha TOBa CpaBHsIBaHE HA IMYHOTEHHOCTTA € ompeencHa epukacHocTTa Ha Gardasil mpu 9-
10 15-roguimHm Momuera.

B nwpnrocpounoTo pasmmpeno npoyusane ¢ [Ipotokon 018 ca mpocnenenu 326 momyera Ha Bb3pacT
9-15 roguan ipu nmyHm3upane ¢ Gardasil B ocHoBHOTO mTpoyuBane. B PPE monynanusita B
npoabkpkenne Ha 10,6 ronuay (C MeIraHa Ha TMPOIBIDKUTEITHOCT Ha TIPOCIIEIBaHeTo 9,9 ToanHM) He
ca HabmoxaBanu cirydau Ha HPV 3a6omasanus (HPV tumose 6/11/16/18-cBbp3anu BbHIIHA
TEHUTATHHY JIC3UN).

Ilepcucrtupane Ha uMyHHUs otroBop Ha Gardasil

Enna moarpymna y4acTHHIM, BKIIOUEHH B IpoyuBaHusTa ¢asa I, ca mpocneneHu 3a AbIBI IEPUOA OT
BpeMe 3a 0€30MacHOCT, IMyHOT€HHOCT U €(peKTUBHOCT. 3a OLIEHKA Ha YCTOHYMBOCTTa HA UMYHHUS
OTroBOp, B AombiaHeHue KbM cLIA, e nanonssan Luminex Tect 3a 00110 onpeaensHe Ha
umyHornoOynuH (IgG Luminex Immunoassay (IgG LIA)).

BbB BcHuky momyanuu (JKeH Ha BB3PACT OT 9 — 45 ToauHu, MBXKe Ha BB3pacT 9 — 26 roauHn) ca
HaOmoaBaHy MKoBe Ha aHTU-HPV 6, antu-HPV 11, antu-HPV 16 u antu-HPV 18 npu GMT cLIA
Ha Mecetl 7. [To-kpcHo GMT Hamansgsat npe3 Meceru 24-48, cieq KoeTo KaTo IsUI0 ce CTadniIn3nupar.
Crnen Tpu-7030BUTE CEpHUH ce HaOII0AaBa MPOIBIDKATETHOCT HAa UMyHHUTETa A0 14 ToauHn ciex
BaKCUHUPAHETO.

Mowmwnuerara 1 MoMYeTaTa, Bakcuaupanu ¢ Gardasil Ha 9-15 ronumniHa BB3pacT B OCHOBHOTO
npoyuBane ¢ [Ipotoxon 018, ca mpocneaeHu B pasmupeHo npoyuBane. B 3aBucumoct ot tTuna HPV,
60-96 % u 78-98 % oT yyacTHHIIUTE ca OIICHEHH KaTo ceporno3utuBHE 1Mo cLIA u IgG LIA choTBeTHO
10 roauHM ciieq BaKCUHUpPAHETO (BXK. Tabnwma 8).

Tabruya 8: Jlannu 3a 0v120CPOUHA UMYHOEHHOCH (NONYIAYUs RO NPOMOKOT) HA 6A3a HA NPOYEeHmAa
Cepono3umusHY yuacmuuyu, oyeseru nocpeocmeom cLIA u IgG LIA (Ilpomoxon 018) na 10-ma
200UHA, NPU MOMU4ema u Momuema Ha evspacm 9-15 2o0unu

cLIA IgG LIA
I % cepono3UTHBHHU n % cepono3UTHBHHU
YYACTHHLH YYaCTHHIU
HPV 6 409 89 % 430 93 %
HPV 11 409 89 % 430 90 %
HPV 16 403 96 % 426 98 %
HPV 18 408 60 % 429 78 %
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’Kenn, Bakcunupanu ¢ Gardasil Ha Bs3pacT 16-23 roguan B 0CHOBHOTO IpoyuBane ¢ [Ipotokon 015,
ca IIPOCJIeACHH B pa3lInpeHo MpoydBaHe. YeTupuHaaeceT ToAuHN ciell BakcuaupaneTo 91 %, 91 %,
98 % u 52 % ca ceorBeTHO aHTU-HPV 6, anTtu-HPV 11, antu-HPV 16 u antu-HPV 18
cepono3utuBHM 110 cLIA, a 98 %, 98 %, 100 % u 94 % ca cpoTBeTHO anTU-HPV 6, antu-HPV 11,
anTtu-HPV 16 u antu-HPV 18 ceponoszutusau no 1gG LIA.

JKenu, Bakcunupanu ¢ Gardasil Ha Bb3pacT 24-45 roauHM B OCHOBHOTO IpoyuBaHe ¢ [Iporokomn 019,
ca TIPOCIIeICHN B pa3IIMpeHo npoy4uBane. JleceT roguHu cien Bakcuaupaneto 79 %, 85 %, 94 % u
36 % ca crotrBeTHO aHTH-HPV 6, anti-HPV 11, antu-HPV 16 u autu-HPV 18 cepono3utusau 1o
cLIA, a 86 %, 79 %, 100 % u 83 % ca ceorBeTHO auTU-HPV 6, antu-HPV 11, antun-HPV 16 n
antu-HPV 18 ceponozutusnu no IgG LIA.

Mwmxe, Bakcunupanu ¢ Gardasil Ha Bp3pacT 16-26 roauHu B 0CHOBHOTO IpoyuBaHne ¢ [Ipotokon 020,
ca IMpOCJeICHH B pa3lIMpeHo mpoyyBaHe. Jlecet rogunu cien BakcunupaneTo 79 %, 80 %, 95 % u
40 % ca croTBeTHO aHTU-HPV 6, antui-HPV 11, ant-HPV 16 1 antu-HPV 18 cepomo3ntuBHA 110
cLIA, a 92 %, 92 %, 100 % u 92 % ca crorBeTHO aHTU-HPV 6, antu-HPV 11, antu-HPV 16 n
anTu-HPV 18 ceponoszutunu no IgG LIA.

IIpu Te3u mpoyuBaHuUs cepoHEraTUBHATE ydacTHUIM 110 cLIA 3a autu-HPV 6, antu-HPV 11,
antu-HPV 16 u antu- HPV 18 ca 6uiu Bee ol1e 3alUTeHH OT KIIMHUYHO 3a00JIsIBaHE CIIE
14-roaumiHo mpocieasiBaHe Ha KeHU Ha BB3pacT oT 16-23 roaunu, 10-roAuIiHo OpociesBaHe Ha
JKeHU Ha BB3pacT 24-45 roguan u 10-roIuIrHO pociieAsBaHe Ha MBKe Ha BB3pacT oT 16-26 ronuHy.

JlaHHY 33 aHaMHecTH4YeH (MMYHHA [1aMET) OTTOBOD

JlaHHUTE 32 aHAMHECTUYEH OTTOBOP ca OWIIM HAOIFOIaBaH! TIPU BAKCHHUPAHH KEHHU, KOUTO ca Onin
cepono3uTuBHYU KbM choTBeTHHsA(UTE) HPV Tumn(ose) npean Bakcunupane. OCBeH TOBA, €JHA YaCT OT
BaKCHHHUPAHUTE KEHU, MONYUYHIIHN poOHa no3a Gardasil 5 ronuHu ciiex mbpBaTa BakCHHALUS, ca
JIEMOHCTpHpATH OBP3 U CHJIEH aHAMHECTHIECH OTTOBOP, KOWTO MpeBh3xokna anTu-HPV GMTs
HaOmronaBanm | Mecer cien no3a 3.

HIV-undekTrpann y9acTHANIN

IIpoBeneHo e akaleMU4HO NPOYYBaHE 3a JOKYMEHTHpaHe Ha 0€30IIaCHOCTTa U IMyHOTE€HHOCTTa Ha
Gardasil mpu 126 ygactauim, napextupanu ¢ HIV Ha Bp3pact ot 7 1o 12 rogunau (96 ot xouto ca
nosryamia Gardasil). CepokoHBepcHs HacThITBA M KbM YETHPUTE aHTUTEHA ITPH TIOBEYE OT JIEBETACCET
U mect npoueHTa ot ydactauuure. GMT 1o u3BecTHa cTereH ca MO-HUCKH OT Te3H, ChOOIIEHH MPH
HenH(pexTupanu ¢ HIV ydacTHuIM Ha chlaTa Bb3pacT B APYTH MpoyyBaHus. KIMHNYHATA 3HAYMMOCT
Ha TIO-HHUCKUS OTTOBOP He € m3BecTHA. [IpodhubT Ha 6e30macHOCT € TT0T00CH Ha TO3H IPH
HenH(pextupanu ¢ HIV yuactaunm B apyru npoyusanus. [Iponentst Ha CD4 nim niiazmenara

HIV PHK He ce moBIUABaT OT BaKCUHAIIAATA.

HNmyHen otrosop k6M Gardasil mpu 2-1030BaTa cxemMa OpH JIKIa Ha Bb3pacT 9-13 ronmnau

KnuanyHO M3nMTBaHE MOKa3Ba, 4e MPU MOMHYETa, Ha KOUTO ca mpuiioxenu 2 go3u HPV Bakcuna
npe3 6 Mecela, aHTUTSUIO OTroBOpuTe KbM 4-Te HPV THIa enuH Mecer ciieq mociieiHaTa 103a ca Ounm
HenH()EpHOPHH Ha Te3H, IIPHU KOUTO 3 J03W BaKCHHA ca OWIIM TIPIIIOKCHHN HAa MJIaJIH KEHU B PAMKUTE
Ha 6 Mecera.

Ha 7-us mecen npu momynanusTa 1mo NpoToKoJ, UMYHHHUST OTTOBOP [P MOMHYETa Ha Bb3pacT
9-13 romunm (n=241), Ha KouTO ca npwitoxkeHn 2 no3u Gardasil (Ha 0, 6 Mecen), e HemHepHOpeH U
YHUCIIEHO MT0-BUCOK OT UMYHHUS OTTOBOP IIPHU K€HU Ha BB3pacT 16-26 roguan (n=246), Ha KOUTO ca
npunoxxenu 3 no3u Gardasil (aa 0, 2, 6 Mecerr).

[Tpu npocnenssane Ha 36-ust mecery GMT nipu momuuera (2 1031, n=86) ce 3ama3Ba HenH(EPHOPEH
cipsimo GMT npu sxenu (3 no3u, n=86) nipu Bcuuku 4 tuna HPV.
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B cp1moTo npoyusase, pu MOMHYETA Ha Bb3pacT 9-13 roquHu UMYHHHAT OTTOBOD CIEH 2-1030B
PEXHM € YUCIIOBO MO-HUCHK OTKOJIKOTO ciell 3-7030B pexkuM (n=248 Ha 7-mu Mecell; n=82 Ha 36-Tu
Mecel). KinmHuyHaTa 3Ha4MMOCT Ha TE3U IaHHU € HEM3BECTHA.

Post hoc anam3u ca ipoBenieHu B 120 MecedHo npociensBade mpu Momudera (2 mo3u, n = 35;

3 mo3u, n = 38) u xenu (3 go3u, n = 30). CroTHOMEHNATa HAa GMT (MOMHUETa, HA KOUTO Ca
MOCTAaBEHU 2 JI03W/ HKEHH, Ha KOUTO ca mocTaBeHu 3 j103u) Bapupar ot 0,99 no 2,02 3a Bcuukure 4
HPV tuma. CrotHomennsta Ha GMT (MoMudeTa, Ha KOUTO ca IMIOCTaBEHHU 2 1031/ MOMHUYETa, Ha
KOWTO ca mocTaBeHu 3 mo3u) Bapupar ot 0,72 mo 1,21 3a Bcuukute 4 HPV tumna. JlonHara rpanuima Ha
95 % CI na Bcuuku croTHomeHust Ha GMT ocrasa > 0,5 npe3 mecen 120 (¢ uzknouenue Ha HPV 18
MpY MOMHYETA, HA KOUTO Ca TIOCTAaBEHH 2 1031/ MOMHUYETa, HAa KOUTO Ca TIOCTABEHH 3 JIO3M).

Hugara Ha ceponosutusHocT 1o cLIA npu momuuera u xenu ca > 95 % 3a HPV 6, 11 u 16, a HuBara
Ha cepono3uTuBHOCT 10 cLIA 3a HPV 18 ca > 80 % npu MomuueTa, Ha KOMTO ca IOCTaBEHU 2 JI03H,
> 90 % mpu MOMHYETa, HA KOWUTO €a TIOCTaBeHH 3 103U U > 60 % mpu ’KeHH, Ha KOUTO Ca MMOCTaBeHU

3 mo3m.

IIpennasBane OT FOBEHMIHA PEMINBHpAIIa PECOIUPATOPHA ManmrIoMaTo3a (juvenile-onset recurrent

respiratory papillomatosis, JORRP) upe3 BakCHHHpaHe HAa MOMHYETA M JKEHH C JICTEPOJIEH HOTEHITMAI

JoRRP ce mpuuunnsiBa oT HH(EKIMs Ha TOPHUTE TUXATEIIHU IbTHIA 1aBHo ¢ HPV i 6 m 11,
MpUI00NTAa BEPTUKATHO (OT Maiika Ha JeTe) 1o BpeMe Ha paknane. O6cepBalliOHHYU IPOyYBaHHUS B
CAIIl u ABcTpanus mokasBar, ue BbBexx1aHeTo Ha Gardasil ciien 2006 1. € qoBeno 10 HamMallsiBaHe Ha
yectorara Ha JORRP Ha nomyianinoHHO HUBO.

5.2 ®@apmakoKMHETUYHU CBOHCTBA
Henpunoxumo
5.3 IlpenkJIuHUYHYU TaHHH 32 0€30MACHOCT

IIpoyuBaHusATa 32 TOKCHYHOCT IIPU €THOKPATHO U MHOTOKPATHO MPUIIATaHE U 32 JIOKAJIHA TOHOCUMOCT
HE T0Ka3BaT HAIMYHUE HA CrelU(DUYHN PUCKOBE MIPH XOpa.

Gardasil naaymnupa cnenuduyuer aHTUTSIIO OTroBop cperry HPV Ttumose 6, 11, 16 u 18 npu 6pemMenHN
IUTBXOBE, CIIENl €THOKPATHA WJIM MHOTOKPAaTHN HHTPAMYCKYJIHH HH)KEKIMH. AHTUTENA CPEILy
Bcuukute yetnpu HPV Tuma ca mpemMuHamu B HOTOMCTBOTO Mpe3 reCTAlMOHHUS TIEPHUOA U BEPOATHO
110 BpeMe Ha KbpMeHeTo. He ca HabIroaBaHy CBBbP3aHU C TPETHPAHETO e(EKTH BEPXY Pa3BUTHETO,
HOBEJICHUETO, PEIPOIYKIHMATA WM (HEPTHINTETA HA TIOTOMCTBOTO.

[TenHa no3a 3a xopa Gardasil (120 pg o6ur mpoTenH), MpUIOKeHa Ha MBXKKH TLTEX0BE, HE OKa3Ba
e(eKT BbpXY perpoayKTUBHUTE (DYHKIMH, B TOBA YUCIO HepTUIUTET, OPOi CIIepMaTO30UaN U
HOJBMKHOCT Ha CIIEPMATO30UANUTE U HAMA CBbP3aHU C BAKCHHATA MAKPOCKOIICKH HITH
XI/ICTOMOp(bOHOI‘I/I‘-IHI/I IIPOMCHHU Ha TECTUCUTE, KaKTO U e(bEKT BBPXY TETJIOTO HA TCCTUCUTE.

6. DAPMAIIEBTUYHU JAHHHA
6.1 Choucnbk Ha NIOMOIIHNUTE BellecTBAa
Harpues xnopun

XUCTUIUH

ITomucop6ar 80 (E433)

Bopaxc (E285)

Bona 3a nrkexmun

3a aJroBaHT BUKTE TOYKA 2.
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6.2 HecbBMeCTHMOCTH

[Mopaau nurica Ha MPOyYBaHUS BHPXY ChbBMECTUMOCTTA, TO3H JICKAPCTBEH MPOAYKT He TPsOBa J1a ce
CMeCBa ¢ JPYTH JIEKAPCTBEHU TIPOIYKTH.

6.3 Cpoxk Ha rogHOCT
3 roguH"
6.4 CneuuajHu ycjaoBHUS HA CbXpPaHeHHe

Gardasil "HKeKIIMOHHA CYCIIEH3HUSL:

Ja ce cexpanssa B xmammiauK (2°C - 8°C).

[a He ce 3ampa3siBa. IakoHBT Ja ce ChXpaHsABa B KAPTOHEHATa OMAaKOBKa, 32 J]a Ce Mpeana3y OT
CBETIIMHA.
Gardasil TpsiOBa 1a ce MPUIIOKK Bh3MOXKHO Hali-CKOPO CJIe KaTo € U3BAICH OT XJIAAMIHUKA.

JlaHHKTE OT MPOYYBAHUS 32 CTAOMIIHOCT TIOKA3BaT, Ye KOMIIOHCHTUTE Ha BAKCUHATA Ca CTA0WIIHU B
MpOIBIDKEHNE Ha 96 "aca, KoraTo ce chXxpaHsBa mpu Temneparypa ot 8°C mo 40°C. B kpas Ha TO3U
nepuon Gardasil TpssOBa aa ce M3MOI3Ba WK JIa C€ U3XBHPIIU. Te3u JaHHU ca MpeHa3HAuYeHH J1a
HacodyaT MCAUIIUMHCKUTE CIICUAJIUCTH CaMO B cnyqaf/'l Ha BpECMCHHO OTKJIOHECHUEC OT HCO6XOI[I/IM3T3
TeMIieparypa 3a CbXpaHeHHE.

Gardasil MHXCKINMOHHA CYCIICH3US B IMPCABAPUTECIHO HAITBJIHCHA CITPUHIIOBKA !

Ja ce cexpanssa B xmammiauK (2°C - 8°C).

I[a HE CC 3aMpa3ssBa. HpeIlBapI/ITCJ'IHO HalbJIHCHATa CIIPHUHIIOBKA Ja CC ChbXpaHsBa B KapTOHEHATa
OIIaKOBKa, 3a Aa C€ IpeAIrasu OT CBCTINHA.

Gardasil TpsiOBa 1a ce MPUIIOKH Bh3MOXKHO Hal-CKOPO CJIe] KaTo € U3BAJCH OT XJIJAMIHUKA.
JlaHHWUTE OT MPOYYBAHMA 3a CTAOMIIHOCT TIOKa3BaT, 4¢ KOMIOHEHTHTE HA BAKCHHATA Ca CTAOWIIHY B
MpOoABIDKEHNE Ha 96 yaca, KoraTo ce cbhxpaHsaBa npu temrneparypa ot 8°C go 40°C. B kpas Ha To3u
nepuoj Gardasil TpsiOBa 1a ce M3MOI3Ba WK J1a Ce U3XBHPIH. Te3u JaHHU ca MpeJHa3HaYCHU A
Haco4yaT MEAMIIMHCKUTE CIIEIUAIICTH CaMo B CIIy4ail Ha BpeMEHHO OTKJIIOHEHHE OT HeoOxoanmara
TeMIeparypa 3a CbXpaHeHue.

6.5 Buawu chabp:kaHue HA OMMAKOBKATA

Gardasil MHKeKIIMOHHA CYCIIEH3H:

0,5 ml cycrien3us BB (1akoH (CTHKIIO) ChC 3amyIIaiKka (XJI0poOyTHIIOB eTlacTOMEp C IOKPUTHE
FluroTec winu ¢ TedhI0HOBO MOKPUTHE) U OTUYIIBAIIIO CE IIACTMACOBO Karade (alyMHHUEBa 00KaTKa)
B omakoBkH ot 1, 10 umu 20.

Gardasil HHKeKIIMOHHA CYCIIEH3UA B IPEABAPUTEIHO HAIbJIHEHA CIIPUHIIOBKA

0,5 ml cycrieH3us B peIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA (CTHKIIO) € IJIaBa Ha OyTaio
(cunmukoHM3MpaH 6poMOyTHIIOB enactomep ¢ mokputre FluroTec mim HEMOKPUT XITOpOYTHIIOB
enacToMep) U mpeana3Ho kanade (OpomMOyTHi), 0€3 UIJia WK C €/[HA WU JIBE UTJIM — ONAKOBKH OT 1,
10 mmm 20.

He BcHukM BHI0BE ONTAKOBKHM MOTaT jJa ObJaT IyCHATH Ha Ma3apa.

21



6.6 CrnenuajaHu npeanasHu MepKHU NMPH U3XBbPJIsiHE H padoTa

Gardasil MHKeKIIMOHHA CYCIIEH3HUSI:

° [Ipenu pazxmaniane Gardasil Moxke 1a U3rIIekMa KaTo OUCTpa TEUHOCT C Osiia yTaika.

° Paskmarere mobOpe npenu yrnorpeda, 3a 1a ce moxyuu cycrensus. Cien cTapaTesHo pa3KiaiaHe
Gardasil mpencraBnsBa 0si1a, MbTHA TEIHOCT.

. [Ipenu npusaraHe Ha CyCIICH3UATA MPOBEPETE BU3YAIHO 3a HAJMYME HA YACTHUIIM U IPOMSHA B
nBera. M3XBhpieTe BAKCHMHATA, aKO ChIbPKa YaCTHIIM W/WJIM U3TIICK A TPOMEHEHA Ha I[BST.

. Uzrernere 0,5 ml 1032 BakcHHA OT €JHOT030BHUs (IIAKOH, KaTO M3MOJI3BATE CTEPUITHA UIJIA U
CIPUHIIOBKA.

. WuxexTupaiite He3a0aBHO UHTPAMYCKYITHO (1.m.), 32 IpeNOYUTaHe B ICATOUIHATA 00JIACT B
ropHara 4acT Ha MHUIIIHHIIATa WM FTOpHATa MIPEeIHO-IaTepaiHa 001acT Ha OeIpoTo.

° Bakcunara Tps0Ba 1a ce M3I0JI3Ba KaKTO ce 10cTaBs. TpsOBa 1a ce mpuiara mbjiHaTa

MpENoOPBHUNUTEIIHA 103a OT BAKCUHATA.

Hewnsnon3sanara BakcHA UITH OTHNAABYHUTE MaTCpUAJIN OT HEA TpSIGBa J1a C€ U3BXBBPJIAT B
CBbOTBECTCTBUEC C MCCTHUTEC N3HMCKBAHM.

Gardasil HIKEKIIMOHHA CYCIIEH3UsI B IPEABAPUTEIHO HAITBJIHEHA CIPHUHIIOBKA:

o [penu pazknamane Gardasil Moxke J1a U3TIekIa KaTo OUCTpa TEUHOCT ¢ Osiia yTalka.

o Paskiatere 1oOpe mpeBapuTEIHO HAITBITHEHATa CIPUHIIOBKA TPeIH yroTpeda, 3a 1a ce Moyqn
cycnensus. Cnen craparenso paskiamane Gardasil npeacrasisiBa Os1a, MbTHAa TEYHOCT.

. IIpenu npunarane Ha CyCHEH3UsATa IIPOBEPETE BU3YAIHO 32 HAJIMYKME HA YACTULIM U IIPOMSIHA B
nBera. V3xBbpreTe BakcHHATa, aKO ChABPKA YACTUIM W/MIIM M3TIISK/a IPOMEHEHA Ha IIBST.

o B omakoBkaTa uma JiBe UTTH C pa3InyHa ABIDKHHA, H30epeTe MoaxoasIiaTa uria, 3a aa
OCHUTYpPHUTE HHTPAMYCKYITHOTO (i.m.) MPUIIOKEHUE B 3aBUCHMOCT OT TOJIEMHUHATA U TETJIOTO Ha
MalyeHTa.

o [TocTaBere uriata KaTo BHPTUTE O MIOCOKA HA YACOBHUKOBATA CTPEJIKA, JTOKATO MPUKPEITHTE
UrJaTa 3paBo KbM CIPUHIOBKaTa. [IpuioxeTe 1s1arta 103a CbIJIACHO CTaHAAPTHUS IPOTOKOII.

o Wmxextupaiite He3a0aBHO HHTPaMyCKyJHO (1.m.), 3a MPEANOYNTaHE B IEITOUAHATA 00IacT B
ropHaTa 4acT Ha MUIIHMIATA WIN TOPHATA MPeJHO-TIaTepaHa o0acT Ha 6epoTo.

o Bakcunara TpsiOBa 1a ce m3ron3Ba KakTo ce jgocrtass. TpsOBa qa ce mpuiiara ImbiHaTa

MPenopbUYUTENHA 1032 OT BAKCHHATA.
HewusnonsBanara BakcHHa WM OTHAABYHUTE MaTEPUAIN OT Hes TPAOBaA Ja ce N3XBBPILAT B
CBHOTBETCTBHE C MECTHUTE N3UCKBAHMUA.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus

8. HOMEP(A) HA PASPEHLIEHUETO 3A YIIOTPEBA

Gardasil MHXEeKIIMOHHA CYCIEH3UA:

EU/1/06/357/001
EU/1/06/357/002
EU/1/06/357/018
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Gardasil HHXEeKIIMOHHA CYCIIEH3Us B IPEABAPUTEIHO HAITBJIHEHA COPUHIIOBKA:

EU/1/06/357/003
EU/1/06/357/004
EU/1/06/357/005
EU/1/06/357/006
EU/1/06/357/007
EU/1/06/357/008
EU/1/06/357/019
EU/1/06/357/020
EU/1/06/357/021

9. JATA HA ITbPBO PASPEHIABAHE/INIOJHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jlata Ha mbpBO pa3pemaBane: 20 centemBpu 2006 T.

Jara Ha nocneaHo noaHosBane: 27 onu 2011 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

MM/TTTT

[TonpoOHa nHpOpManus 3a TO3M JEKapCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickaTa
areHIus 1o JIeKapcTBaTa https://www.ema.europa.eu.
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https://www.ema.europa.eu/

NPUJIOKEHHME IT

MMPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEHIECTBA U ITPOU3BOJUTEJ, OTTOBOPEH 3A
OCBOBOKJIABAHE HA ITAPTU/ M

YCJOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUS N UBNCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHMUSA 3A BE3OITACHA U

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS
INPOAYKT
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A. TIPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE BEIHLIECTBA N
HHPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTHUN

Hme n aJpeC HA MPOU3BOAUTCIUTE HA OMOJIOTUYHO AKTUBHUTE BCIICCTBA

Merck Sharp & Dohme LLC
770 Sumneytown Pike

West Point, Pennsylvania 19486
CAIL

Merck Sharp & Dohme LLC
2778 South East Side Highway
Elkton, Virginia 22827

CAIll

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer-Gasse 5-11

Meidling, Vienna, 1121

ABcTpus

HMwme 1 agpec Ha IPOU3BOAUTENS, OTTOBOPEH 3a OCBO60)KI[3B&HC Ha MapTuaure

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus

b. YCJIOBUs WU OTPAHUYEHUS 3A JOCTABKA U YIIOTPEBA
JlekapCcTBEHUAT MPOAYKT CE OTITYCKA I10 JISKAPCKO MPEIITUCaHuE.

. O¢punuanHo ocBodokKAaBaHe HA MAPTHIAN

CworitacHo uit. 114 ot Jlupektusa 2001/83/EO oduimatHoTO 0CBOOOKJaBaHE HA MTAPTUINUTE CE
M3BBPINBA OT IbPKaBHA TabOpaTOPHs WK Jab0paTopus, onpeaeicHa 3a Ta3u IIel.

B. JAPYI'U YCJIOBUS U N3NCKBAHUS HA PABPEHIIEHUETO 3A YIIOTPEBA
. Hepuonuunu akTyaansupanu 10kjaaqu 3a 6ezomacHoct (ITAJB)

NznuckBanusra 3a mogasane Ha [1AJ[b 3a To3u JieKapCTBEH MPOIYKT Ca TTOCOYCHH B CITUCHKA C
pedepenthute natu Ha EBpornetickus cpro3 (EURD cnucwk), npensuseH B wi. 1078, an. 7 ot

HupextuBa 2001/83/EO, 1 BB BCHUKH CIIeIBaIIM aKTyaTnu3alliH, TyOJIUKyBaHA HA €BPOTIEUCKUS
yeOropTai 3a JeKapcTBa.
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I. YCJIOBUA NJIK OT'PAHUYEHUA 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

. IL1an 3a ynpasjenue Ha pucka (ITYP)

IIputexatenar Ha pa3pemenneTo 3a yrmorpeda (ITPY) TpsoBa qa m3BHpIIBA H3UCKBAHUTE JCHHOCTH U
JIEHCTBUS, CBBP3aHU C MPOCIIE/IBaHE Ha JieKapcTBeHaTa 0€301MacHOCT, ocoueHH B 0J00penust [TYP,
npezncraBed B Moayi 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo U BbB BCHUKH CJICABAIIN 0J00PEHH
akTyanu3auuu Ha ITYP.

Axrtyamusupat [IYP tpa6Ba na ce moaasa:

e 110 HcKaHe Ha EBpomneiickaTa areHuus o JIEKapcTBara;

e BHHAarW, KOraTo c€ U3MEHs CHCTEMaTa 3a yIpaBJIeHHe Ha PHCKa, 0COOCHO B Pe3yiTaT Ha
MoJTy4aBaHe Ha HOBa MH(OPMaLUS, KOSITO MOXKE J1a JOBE/IE 0 3HAYMMHU IPOMEHH B
CHOTHOIIICHUETO TIOJI3a/PHUCK, WK CIIe]T JIOCTUTaHe Ha BayKeH eTarl (BbB Bpbh3Ka ¢
mpociieisBaHe Ha JIeKapCTBeHAaTa 0e30MacHOCT MM CBEKAaHE Ha PUCKA 1O MUHAMYM).
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HNPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA

27



A. JAHHHU BBPXY OITAKOBKATA
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JAHHMH, KOUTO TPABBA JTA CbABPKA BTOPUUHATA OITAKOBKA
TEKCT BBPXY BTOPUUYHATA KAPTOHEHA OITAKOBKA
Gardasil nHKeKIIMOHHA cyclleH3usl — eH01030B (u1aKkoH, onakoBka mo 1, 10, 20

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Gardasil HHXEKITMOHHA CYCIIEH3HS
AncopOupana BakCHHa Cpellly YoBelky nanwiomasupyc [Tum 6, 11, 16, 18] (PekomOunanTHa)

’ 2. OBSIBSABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

1 no3a (0,5 ml) cabpxa:

HPV Tun 6 L1 nporeun 20 pg
HPV Tun 11 L1 nporteun 40 ng
HPV Tun 16 L1 opotenn 40 pg
HPV Tun 18 L1 npoteun 20 pg

ancopOupan BepXy amopder anymuaneB xuapokcudocdar cymndar (0,225 mg Al).

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

Harpues xmopun, xuctuand, noiaucopobat 80, 6opakc, BoJia 3a MHKEKITHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxekimoHHa cycreH3ust
Ennonozo durakon, 0,5 ml

10 exHOMO30BU (hutakoHa 1o 0,5 ml
20 emromo3oBH (hiakoHa 1o 0,5 ml

| 5.  HAYMH HA MPWJIOKEHUE U IbT(MLIA) HA BbBEXKIAHE

WHaTpamyckymHO (i.m.) MpHIoKeHne
[a ce pa3kiaru n1o6pe npenu ynorpeoa.
[Mpeau ynotpeba npoveTeTe IMCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

| 7. APYI'U CHEHUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOJANUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'oneu no:
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’ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsiBa B XJIQAUIIHUK.
[a He ce 3ampasssa.
CopxpansBaiiTe yiakoHa B KapTOHEHATa OIaKOBKa, 3a J1a ce MPEe/a3n OT CBETIINHA.

10. CHELHWAJIHU ITPEANIASHU MEPKH INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WIN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPELIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/06/357/001 — omakoBKka 1o 1
EU/1/06/357/002 — ommakoBka o 10
EU/1/06/357/018— omakoBka mo 20

13. TAPTHUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAJIOBA A3BBYKA

Ipuero e ocHOBaHMe J1a He ce BKIFOUM nH(popMmanus Ha bpaiinoBa a30yka.

‘ 17. YHUKAJIEH WAEHTUO®UKATOP — IBYU3MEPEH BAPKO/J

JByu3MepeH 0apKoJl C BKIIFOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. VYHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHHU
II'bPBUYHHU OITAKOBKH
TEKCT BbPXY ETUKETA HA ®JIAKOHA

1. HNME HA JIEKAPCTBEHUS NPOAYKT U ITbT(MIIA) HA BBBEKJIAHE

Gardasil HHXEKITMOHHA CYCIIEH3HS
im.

’ 2. HAYHUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM WIHN EJJUHULN

1 no3a, 0,5 ml.

| 6. JPYTO

MSD
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JAHHHU, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY BTOPUYHATA KAPTOHEHA OITAKOBKA

Gardasil "H/KeKIIHOHHA CYCTIeH3Us — IPeIBAPUTEIHO HAITbJIHEHA CIIPUHIIOBKA 0e3 urJa,
onakoBka mno 1, 10, 20

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Gardasil nHXeKIIMOHHA CyCIIeH3HsI B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Ancopbupana BakCHHA CpeIly YOBEIIKY nanuioMasupyc [Tun 6, 11, 16, 18] (pekomOnHaHTHA)

’ 2. OBABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mo3a (0,5 ml) ceabpxa:

HPV Tun 6 L1 nportenn 20 ug
HPV Tun 11 L1 opotenn 40 pg
HPV Tun 16 L1 opoteun 40 pg
HPV Tum 18 L1 npotenn 20 ug

azcopbupaH BbpXy amopdeH arymuHueB xuapokcudocdar cyndart (0,225 mg Al).

3. CIIUCBK HA IOMOIIHUTE BELHLIECTBA

Hatpues xsopun, xuctuaut, nonucopdar 80, Gopakc, BoJa 32 MHKEKIHH.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/IHA OITAKOBKA

HnxeKImoHHa CyCTIeH3Us B IPEIBAPUTEIHO HATBJIHEHA CIIPUHIIOBKA.

1 no3a, 0,5 ml npeaBapUTEITHO HAIIBJIHEHA CIIPUHIIOBKA 0€3 HIJIa.

10 equamgEM 1031, 0,5 ml MpeaBapUTETHO HAITBTHEHHN CIIPUHIIOBKH 0€3 WIJIH.
20 eguanyHA 1034, 0,5 ml MpeIBapUTETHO HAITBIHCHU CIIPUHIIOBKH 0€3 UIJIH.

| 5.  HAYMH HA MPWJIOKEHUE U MBT(MLIA) HA BbBEXKIAHE

HuatpamyckynHo (i.m.) NpUIoKeHUe
[a ce pazkiaru no0pe npeau ynorpeoda.
[Mpeau ynotpeba npoveTeTe TUCTOBKATA.

6. CIIEHHUAJIHO NPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT NNPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOINMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen mo:

’ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cbxpaHsiBa B XJIaJIUJTHUK.
Ja He ce 3ampa3siBa.
CobxpansBaiiTe COPUHIIOBKATa B KAPTOHEHATA OMAKOBKA, 3a Ja CE MPE/a3u OT CBETIMHA.

10. CHELOUAJIHU IPEJAITAZHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE INPOAYKTH WJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AAPEC HA IIPUTEKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/06/357/003 — onmakoBka mo 1
EU/1/06/357/004 — omrakoBka 1o 10
EU/1/06/357/019 — omakoBka mo 20

13. TAPTHUJIEH HOMEP

[MapTunen Ne

‘ 14. HAYMH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIAA HA BPAJIOBA A3BYKA

[puero e ocHOBaHMeE J1a He ce BKIOUM nH(popMmanus Ha bpaiinosa a30yka.

| 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3IMEPEH BAPKO/

JByun3mepeH 6apKoJI C BKIIFOUEH YHUKAJICH UIACHTU(UKATOD
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18. VYHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

34



JAHHMH, KOUTO TPABBA JTA CbABPKA BTOPUUYUHATA OITAKOBKA

TEKCT BbPXY BTOPUUYHATA KAPTOHEHA OITIAKOBKA

Gardasil "H:KeKIHOHHA CYCTIEH3UsI — MPeIBAPUTEIHO HANTbJIHEHA CIPUHIIOBKA ¢ 1 urJa,
onmakoBka no 1, 10, 20

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Gardasil HHXEKITMOHHA CYCIICH3HS B IPEABAPHUTEITHO HAITBIHEHA CTIPUHIIOBKA
AncopOupana BakCHHA Cpellly Y0oBelky nanwiomasupyc [Tum 6, 11, 16, 18] (pekoMOMHAaHTHA)

’ 2. OBSIBSABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

1 no3a (0,5 ml) ceabpxa:

HPV Tun 6 L1 nporenn 20 pg
HPV Tun 11 L1 npoteun 40 ng
HPV Tun 16 L1 opotenn 40 pg
HPV Tunl8 L1 nportenn 20 pg

ancopOupan BepXy amopder anymuaneB xuapokcudocdar cymndar (0,225 mg Al).

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

Harpues xnopun, xuctuaus, noiaucopoar 80, 6opakc, Boaa 3a HHKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHKeKITMOHHA CyCTICH3MS B TIPEIBAPUTEITHO HAIThIHEHA CIIPUHITOBKA.

1 mo3a, 0,5 ml mpenBapuTEIHO HAITBIHEHA CIPUHIIOBKA ¢ | Wria.

10 equanyaM 1034, 0,5 ml npeaBapUTETHO HAITBIHEHU CIIPHUHIIOBKY C 1 UrIia BCsKA.
20 emquamgaEM 10341, 0,5 ml mpeaBapUTETHO HAITEIHEHN CIIPUHITOBKH ¢ 1 MIrja BCAKa.

| 5.  HAYMH HA NPUWJIOKEHUE U MbT(MLIA) HA BbBEXKIAHE

WHaTpamyckymHO (i.m.) MpHIoKeHne
[a ce pa3kiaru n1o6pe npenu ynorpeoa.
[Mpeau ynotpeba npoveTeTe IMCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT TPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBITHO 3a ACHA.

| 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'oneu no:
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’ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsiBa B XJIQAUIIHUK.
[a He ce 3ampasssa.
CrpxpaHsBaiiTe CIPHHIIOBKATa B KAPTOHEHATa OMAKOBKa, 32 JIa Ce Mpe/Ina3u OT CBeTINHA.

10. CHELHWAJIHU ITPEANIASHU MEPKH INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPELIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/06/357/005 — onakoBKka 1o 1
EU/1/06/357/006 — ommakoBka o 10
EU/1/06/357/020 — omakoBka 1o 20

13. TAPTHUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHKE 2 HE ce BKIOUM nH(popManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WAEHTU®PUKATOP — IBYU3MEPEH BAPKO/[

JByn3mepeH 0apKoa ¢ BKIIIOYEH YHUKaJICH HACHTH()HUKATOP

‘ 18. YHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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JAHHMH, KOUTO TPABBA JTA CbABPKA BTOPUUYUHATA OITAKOBKA

TEKCT BBPXY BTOPUYHATA KAPTOHEHA OITAKOBKA

Gardasil "H:KeKIHOHHA CYCTIEH3UsI — MPEIBAPUTEIHO HANTbJIHEHA CIIPUHIIOBKA ¢ 2 UTJIH,
onmakoBka no 1, 10, 20

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Gardasil HHXEKITMOHHA CYCIICH3HS B IPEABAPHUTEITHO HAITBIHEHA CTIPUHIIOBKA
AncopOupana BakCHHa Cpellly YOBeIKH Nanwiomasupyc [Tum 6, 11, 16, 18] (pexkomOuHaHTHA)

’ 2. OBSIBSABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

1 no3a (0,5 ml) ceabpxa:

HPV Tun 6 L1 nporeun 20 pg
HPV Tun 11 L1 nporteun 40 ng
HPV Tun 16 L1 opotenn 40 pg
HPV Tun 18 L1 npotenn 20 pg

ancopOupan BepXy amopden anxymuameB xuapokcudocedar cymndar (0,225 mg Al).

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

Harpues xnopun, xuctuaus, noiaucopoar 80, 6opakc, Boaa 3a HHKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHKeKITMOHHA CyCTIICH3HS B TIPEABAPUTEITHO HAITBITHEHA CIIPUHIIOBKA.

1 mo3a, 0,5 ml mpenBapUTEIHO HAITBIHEHA CIPUHIIOBKA C 2 WTJIN.

10 equanyal 1031, 0,5 ml IpeBapUTETHO HAITBIHEHU CIIPUHIIOBKY C 2 UTJIH BCSIKA.
20 equanyEA 10341, 0,5 ml MpeaBapUTETHO HAITBIHCHH CIIPUHITOBKHY C 2 WTIIA BCSKA.

| 5.  HAYMH HA PWJIOKEHUE U MbT(MLIA) HA BbBEXKIAHE

WHaTpaMyckyHO (i.m.) IPHITOKEHNE
[a ce pa3kiaru n1o6pe npenu ynorpeoa.
[Mpeau ynotpeba npoveTeTe IMCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBITHO 3a ACHA.

| 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'oneu no:
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’ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsiBa B XJIQAUIIHUK.
[a He ce 3ampasssa.
CpxpaHsBaiiTe CIPHHIIOBKATa B KAPTOHEHATa OMAKOBKA, 32 J1a Ce MpeIna3y OT CBETIHHA.

10. CHELHWAJIHU ITPEAIIASHU MEPKH INPU U3XBBPJIISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WIN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPELIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/06/357/007 — onnakoBKa 1o 1
EU/1/06/357/008 — ommakoBka o 10
EU/1/06/357/021 — onakoBka 1o 20

13. TAPTHUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHKE 12 HE ce BKIOUM HH(popManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WAEHTUO®OUKATOP — IBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoa ¢ BKIIIOYEH YHUKaAJIEH HICHTH(UKATOD

‘ 18. YHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EAMHUYHU
I'bPBUYHH OITAKOBKH
TekcT BbPXY €THKETa Ha NPeABAPUTEIHO HATBJIHEHATA CIPHHLII0OBKA

1. HNME HA JIEKAPCTBEHUS NPOAYKT U ITbT(MIIA) HA BBBEXXJIAHE

Gardasil HHXEKITMOHHA CYCIIEH3HS
im.

’ 2. HAYHUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM WIHN EJJUHULN

1 no3a, 0,5 ml.

| 6. JPYTO

MSD
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B. IJUCTOBKA
(®JIAKOH)
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JlucroBka: uH(popMan U 32 NOTPeOUTES

Gardasil nH/KeKIIHOHHA CyCTIeH3Us
AncopOupana BakCHHA CpeEIly YOBEIIKH ManmmioMaBupyc [tum 6, 11, 16, 18] (pekoMOMHaHTHA)
(Human Papillomavirus Vaccine [Types 6, 11, 16, 18] (Recombinant, adsorbed))

IIpouyereTe BHUMATEIHO USAJIATA JJUCTOBKA, peau Bue nan Bamero nere ga ce BakcuHupare,

Thil KAaTO T4 ChAbP:KA BaxkHa 3a Bac niu Bamero nere nndpopmanus.

- 3amazere Ta3u JUCTOBKA. MOXKe J1a ce HAOXKH J1a 51 TPOYETETe OTHORBO.

- AKO UMate HIKaKBH JIOBIHATEIHN BBIIPOCH, TIonMTaiTe Bamus iekap wiu gapmarieBT.

- Axo Bue nunu Baiiero nere nosyuurte HIKaKBU HEKEIaHU peaklnu, yBeaoMmere Bamus nekap,
(’papMaueBT NI MCOUIINHCKA CCCTpa. TOBa BKJIFOYBA U BCUYKHW BB3MOXXHHU HCXKCIIAaHU peaKum/I,
HEOITMCAaHHU B Ta3M JINCTOBKA. BikTe Touka 4.

Kakgo CbhbABbpPiKa Ta3u JIMCTOBKA

KakBo npencrasnsaBa Gardasil 1 3a kakBo ce U3mon3sa

Kakso TpsiOBa na 3naete, npenu Bue mim Bamiero nete na nomyunrte Gardasil
Kak ce npunara Gardasil

Bb3MOKHM HEXETaHU peaKIiun

Kak na cexpansiBare Gardasil

ChabpikaHue Ha OTIAKOBKATA M JOMBIHHTEHA HHPOPMAITUS

AR e

1. Kakso npencrasasisa Gardasil 1 3a kakBo ce U3moj3Ba

Gardasil e Bakcuna. Bakcunmnpanero ¢ Gardasil uma 3a uen qa Bu npennasu ot 3a0ossBanus,
NPUYMHSBAHM OT YOoBeKH nanmiomasupyc (HPV) tun 6, 11, 16 u 18.

Te3u 3a001s1BaHMS BKIIIOYBAT MPEKAHIIEPO3HH JIE3UH HA )KEHCKHUTE TeHUTANNH (IIMIKa, ByJIBA U
BarvHa); NpeKaHIePO3HH JIE3UH Ha aHyca ¥ TeHUTATHN KOHIWIOMHU TIPU MBKE U KEeHU; [IePBUKATICH U
ananeH pak. HPV tum 16 u 18 npuunasBat npubnusutento 70 % oT crydante Ha KapIImHOM Ha
muiKaTa Ha MaTkara, 75 %-80 % ot cinydante Ha aHaneH pak; 70 % or HPV-cBbp3anuTe
MpeKaHIlepO3HHU JIe3UH Ha ByJjiBaTa 1 BaruHara; 80 % ot cebp3anute ¢ HPV ciyuau Ha
IpeKaHIepo3Hu Jie3un Ha anyca. HPV tum 6 u 11 ca otroBopau 3a npubausurenHo 90 % ot ciydaurte
Ha FeHUTAJIHU KOHAWIOMH.

Gardasil e npenHa3zHaueH qa nmpeaoTBpaTsIBa Te3U 3a0omsBaHus. BakcuHaTa He ce M3MoJ3Ba 3a
nederne Ha HPV-cebp3anu 3a601saBanns. Gardasil HaMa edekT IpH JIMIa, KOUTO Bede ca HMalTi
nepcucTupaiia nHGEKIus Win 3a00JsBaHe, CBbp3aHo ¢ Hiakol or HPV Tumosere BbB BakcHuHATA.
O6aue npu JInIa, KOUTO Bede ca HHPEKTUPAHU C SAMH WK MTOBeUe OT BaKCUHAIHUTE TUioBe HPV,
Gardasil mosxe Bce orie Ja mpenmnasy ot 3a0oisBaHe, CBbp3aHo ¢ qpyrute HPV tunose BbB
BaKCHHATA.

Gardasil He MoXxe 12 TPUUUHM 3a00JIABaHUATA, OT KOUTO MIpeaa3Ba.

Gardasil mpoaynupa TUOBO-cieM(UYHN aHTHTENA 1 [0 BpeMe Ha KIIMHUYHHU W3IUTBAHUS € TIOKa3al,
ye npenotepatsiea HPV 6 - |11-, 16- u 18- cBbp3anu 3a001BaHUs [IPH )KEHU HA Bb3pacT

16-45 ronuHu U IpH MBbKe Ha BB3pacT 16-26 roquan. BakcnHaTa m3paboTBa TUIOBO-CIIETU(UIHN

aHTUTeNa U 1Ipu 9- 10 15-roauninu aemna u IHOIIH.

Gardasil Tps6Ba na ce U3M0JI3Ba B COTBETCTBUE C OPHUIIUATTHUTE YKA3aHUSL.
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2. Kakgo Tpsa6Ba n1a 3Haete, npeau Bue wiu Bamero nete na moxyunte Gardasil

He TpsioBa n1a nosnyuyasare Gardasil, ako:

o Bue nm Bamreto nete cre aneprudHu (CBpbXYyBCTBHTEIHH) KbM aKTHBHHUTE BEIIECTBA HITH
KBM HAKOS OT ocTaHanuTe cheTaBku Ha Gardasil (n30poenu B “/Ipyru cbcTaBKu — BHXKTE
TOYKa 6).

o Bue nnu Bamero gere cre monyyniy ajJepruvHa peakiys, cliesl KaTo € Ouiia mpuiiokeHa 103a
Gardasil.

. Bue nnm Bameto nmete ctpagaTe ot 3a00isiBaHE ¢ BICOKa TeMIiepaTypa. B chImoTo Bpeme, JIeKo

MOBUIICHATA TEMIICpATypa UIIN I/IH(l)CKLlI/IH Ha TOPHUTC AUXATCIIHU IBbTHUIIA (HaHpI/IMCp
HaCTI/IHKa) cama 1o cebe cH He ¢ DpUYKWHA 3a OTJIaraHE Ha BaKCHHAIUATA.

Ipenynpesxnenns: U Npeana3sHu MepKu
l'oBopere ¢ Bamus nekap, papmarieBT nin MEIUIIMHCKA cecTpa, npenu Bue wnm Barmrero nete
na OblieTe BaKCUHHUPAHHU, aKO

o uMare HapylleHHe Ha KpbBOChCUPBAHETO (3a00siBaHe, Opaay KOETO KbPBEHETO € IT0BEYE OT
HOPMAJIHOTO), HAaPUMEpP XeMO(HITHS
. uMare otciabeHa MMyHHA CUCTeMa, HarpuMep ropaau reaetndeH aedext, HIV uadeknuns umu

nopaau JC€KapCTBa, KOMTO BIUAAT BbPpXY UMYHHATa CUCTEMA.

Crren BCsiKa MHDKEKIIHSL C MTJIAa MOXKE J1a HACTHITN MPUTIAABK, ITOHAKOTA CHIIPOBOJICH C Tagane (Haki -
BEUE IPU IOHOIIM). 3aTOBa KaXKETE Ha JIEKaps WK HAa MEJIUIIMHCKATa CECTPa, aKO CTE€ UMAJH MPUNAAbK
TIPY MUHAJIA WHXKEKITHS.

Kakro mpu Besika qpyra BakcuHa, Gardasil mosxe na He ocurypu 100 % 3ammTa Ha Te3u, KOUTO ce
BaKCHHUpAT.

Gardasil ue npeamnasBa OT BCUYKH TUIIOBEC YOBCIIKHU MMAITMJIOMAaBUPYC. Hopa;u/l TOBa Tp}I6Ba Ja
IpOoABJIZKH B3CMAHCTO Ha MEPKHU 3a MPEATIa3BaHe OT 6OJ'IeCTI/I, npeaaBaHu 110 IMOJIOB II'BT.

Gardasil He ipeaasBa OT BCHYKW OCTaHAIN 3a00JIIBaHMsI, KOUTO HE ca MPUIMHECHHA OT YOBEIITKH
MAHIOMaBUPYC.

BaKCI/IHI/IpaHeTO HC 3aMCCTBa pCAOBHUTE NPCTIICAN HA IIHMKaTa Ha MaTKaTa. TpH6Ba Ja MPOABbILKUTE
Ja CJI€ABaTC CbBCTUTC Ha JICKAPA 3a U3CICABAHC C IUTOHaAMa3Ka OT IIuHKaTa Ha MaTKaTta, KaKTO "
NpEeAINasHUTE U 3allIUTHUTE MEPKHU.

Kaxea opyea cvwecmeena ungpopmayus 3a Gardasil cneosa Bue unu Bawemo oeme da sHaeme

IIpoBeneHu ca MPOABIDKATETHN KIMHUYHH IPOYYBAHUS, 32 J1a CE& ONPEIeTH MPOABIDKUTEITHOCTTA Ha
3amuTara. HeoOxoamMocTTa ot mocunBaiia (0ycTep) 103a He € yCTaHOBEHA.

Jpyru aekapcrBa win Bakcunu U Gardasil

Gardasil Mmosxe n1a ce mpuiara ¢ BakCHHa cpellly xernaTuT B unu Oyctep BakcuHa cpeuty audrtepus (d)
u Tetanyc (T), koMOMHUpaHa WK C KOKJIIONI [alienynapHa KOMIIOHEHTHA] (ap), W/WiH ¢ TIOJTHOMUCIIUAT
(nnaxtusupana) (IPV) (dTap, dT-IPV, dTap-IPV BakcuHm) Ha APYTro MsICTO Ha HHXKEKTUpaHe (Apyra
9acT OT TSJIOTO, HAIIPUMEp Jpyrara pbKa WK Kpak) MPH €IHO U CHIIO ITOCEIICHHE.

Gardasil Moxe 1a HAMa onTUMaleH eheKT, ako:
. Ce M3I0JI3Ba €HOBPEMEHHO C JICKapPCTBA, KOUTO MOTUCKAT HMYHHATa CHCTEMA.

B kJIMHUYHY U3NIUTBaHUS Impujiarane€To Ha N€popajlHr UKW JPYTrd KOHTPAUCIITUBY HC HaMallsiBa
ocurypenara ot Gardasil 3amura.

Mons, napopmupaiite Bamms nexap wim gapmareBt, ako Bue wnu Bamero nete npuemare uim
HACKOPO CTe MPHEeMaIH IPYTH JIEKapCTBa, BKIIOUUTEITHO U TAKUBA, OTIYCKaHH 0e3 perenTa.
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BpemeHHOCT, KbpMeHe U (pepTHINTET

AKO cTe OpeMeHHa WIM KbpMHUTE, CMATATE, Y€ MOXKE Jla CTe OpeMeHHA MM IUIaHUpaTe OPEMEHHOCT,
MoChBETBalTE ce ¢ Bamms nekap npeau ynorpebara Ha TOBa JICKAPCTRO.

Gardasil Mmo>xe a ce mpuiara Ha )KeHH, KOUTO KbPMST WM Bh3HAMEPSIBAT J]a KbPMSIT.

Ilodupane u padoTa ¢ MAIIIUHU
He ca npoBenenu npoyuBanus 3a eheKTUTE BHPXY CIIOCOOHOCTTA 32 IodupaHe Uin paboTa ¢
MaIIHHH.

Gardasil cbabpika HaTpHid
ToBa nekapcTBO ChabprKa Mo-Maiko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE /1a Ce Kaxe, ue
MPAKTHYECKH HE ChABPIKA HATPHH.

3. Kak ce npuiara Gardasil

Gardasil ce npunara ot Bammus nekap nmox ¢popmata Ha nHxkekuus. Gardasil e npegHa3HadyeH 3a
IOHOIIIM ¥ BB3PACTHU HaJ 9 TONUHN.

AKko cme na ev3pacm om 9 00 13 200unu gxknUUmMeEnNHO

Gardasil Mmosxe 1a ce mpuiiara 1mo 2-1030Ba cxema:

- IIppBa MHXEKLUS: HA ONpEAeTICHa 1aTa

- Bropa umkeknus: 6 Mecena ciell IbpBaTa HHXEKINs

AKko BTOpaTa 71032 OT BakcHHaTa O'bJie TIOCTaBeHa M0-PaHo OT 6 Mecelia clie/l TbpBara J103a, BUHATH
TpsiOBa J1a ce MIOCTaBU M TpeTa J03a.

Gardasil Mo>ke chITIO Taka J1a ce mpujara mo 3-71030Ba cxeMa:

- IIppBa WHKEKIHS: Ha OIIpe/ieieHa aara

- Bropa umxkeknus: 2 Mecenia clies1 MbpBaTa HHKEKIUS

- Tpera mmxeknus: 6 Mecera cie IbpBaTa HHXEKITUSI

Bropara n03a TpsiOBa ja ce mpuiiara Haii-Mallko eJIMH Mecell ClIe/] TbpBaTta J103a, a TpeTara J103a
TpsAOBa Aa ce Mpuara Haii-MaJiko 3 Mecera ciie BTopaTa 103a. Tpurte 103u TpsOBa 1a ce MPIIoKaT B
pamkute Ha 1 roguaa. Mo, ToBopeTe ¢ Bammst iekap 3a AOIMBIHUTETHA HHDOPMAITHS.

Axo cme na év3pacm 14 200unu u nogeue

Gardasil TpsiOBa na ce nmpunara mo 3-1030Ba cxema:

- IIppBa MHXEKIHS: Ha OIpeIecHa 1aTa

- Bropa umxekius: 2 Mecela ciie]l MbpBaTa WHXXEKIIH

- Tpera mmxkeknus: 6 Mecera cie IbpBaTa HHXEKITUSI

Bropara no3a Tps0Ba J1a ce mpuiiara Haii-MajaKo eUH Mecell CJIe]I ITbpBaTa J103a, a TpeTaTa J03a
Tps0Ba Ja ce mpuiiara Hali-Maiko 3 Mecella cjel Bropara fo03a. Tpute 1031 TpsiOBa Ja ce IpuiioxKar B
pamkuTe Ha 1 roguHa. MoJst, roBopere ¢ Baius ekap 3a TOMbIHUTEIHA HHMOPMAIIHSL.

[penopbunTenHO € IuIa, Ha KOUTO KaTo ITbpBa 032 e moctaBeH Gardasil na 3aBbpiuar
BaKCHHAIMOHHUS Kypc ¢ Gardasil.

Gardasil ce mpuara kaTo HHXKEKINS Tpe3 KoXkKaTa B MyCKYJI (3a IPEANoYnTaHe MyCKYJI B TOpHAaTa
YacT Ha phKaTa WK KPakKa).

Bakcunata He TpsiOBa Jja ce cMecBa B €JIHa U ChIIa CIIPHHIIOBKA C HUKAKBH JIPYTH BAKCHHU HITH
pasTBOpH.

AKo cTe nponmycHaau egHa xo3a ot Gardasil:

Axo IMPOMYCHETE 3aIlJlaHyBaHa WHIXCKIU, Bammsar JICKap MIe pelIn Kora Ja mMpujIoKu MpoIrycHaTaTa
J03a.
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BaxxHo e na cienBaTe ykazaHusTa Ha Bammst nexap nin MeAMIMHCKATa cecTpa OTHOCHO CIIEIBAIIUTE
MOCEUIeHHS 3a MIpUjlaraHe Ha MmopeaHara 103a. AKO 3a0paBUTE MM HE MOXKeTe Jia moceTute Barmms
JieKap Ha oIlpeJieNieHaTa Jara, moTbpceTe ¢bBeT oT Hero. Korato Gardasil ce mpunara kato mbpBa
11033, KypchT Ha BaKCMHUpPaHe TpsAOBa na 3aBbpiuu ¢ Gardasil, a e ¢ apyra HPV Bakcuna.

AKO mMate HAKaKBH JOIBIHATENHN BBIIPOCH, CBBP3aHHU C yroTpebaTa Ha TOBa JIEKapCTBO, MOJIS,
nonutaite Bamms nekap unu ¢papmanesT.

4. Bb3MOKHHM HeKeJIaHW peaKIuu

KaxkTo Bcnuku BAaKCHMHH, Ta3W BaKCUHA MOXKCEC 1a IMIPEAN3BUKA HEXKCIIAHU PCAKIIUH, BBIIPEKH Y€ HE
BCCKH T'l TIOJTy4aBa.

IIpu npunaranero Ha Gardasil morat ma 6b1aT HabMIOIABaHN CIICTHUTE HEXKEITAH PEaKITHM:

MmHoro 4yectn (Moxe Jia 3acerHat nosede ot 1 Ha 10 ayiim), HexelaHUTe Peakivy Ha MSICTOTO Ha
WH)XEKTHpaHe BKIIOYBAT: O0JIKa, IO JyBaHe U 3auepBsiBaHe. HaOmmomaBaHo € u rimaBoOome.

Yectu (Moxe ga 3acerHat noeeue ot 1 Ha 100 gymm), He)KENaHUTE PEaKIUU Ha MACTOTO Ha
WHXCKTHpaHE BKJIIOYBAT: KpbBOHACSIaHE, ChpOEK, O0ska B kpaliHUK. ChOOIIEHU ca ChIO MTOBUIIICHA
TeMITepaTypa U rajicHe.

Heuectu (Moxe na 3acernar jqo 1 va 100 qymm): noxyTrHa (Bb3el) Ha MICTOTO HA HMHKEKTUPAHE.
Penxu (Moxe na 3acersat mo-Maiko ot 1 Ha 1 000 xymm): KompuBHA Tpecka (ypTHKApH).

MmHoro psaako (Moxe 1a 3acerHaT mo-mainko ot 1 Ha 10 000 qymm) ce cho0mIaBa 3a 3aTpy THEHO
numane (OpOHXOCITa3bM).

Korato Gardasil ce mpuiara ¢ koMOMHUpaHa BakCHHA Cpelly TUQTepHs, TETaHyC, KOKIIIOUI
(amemrynmapHa KOMIIOHEHTA) ¥ ITOJIMOMHENUT (MHAKTHBHUpaHa) IO BpeMe Ha ChIaTa BU3NUTA, UMa TIOBEYe
CJIy4au Ha rI1aBo0O0JIUE U OTOK Ha MACTOTO Ha MPUIOKEHHE.

Heoicenanume Jlekapcmeernu peakyuu, C'b06u46l6aH1/l no epeme Ha nocmmapkemuHzoeamad ynompe6a,
8KJIroueant.

Ch00IIIeHO € 3a MPUIAJIBK, TOHIKOTa ChIIPOBOJICH C TPEIIEPEHE U BIENICHIBaHEe. Bhrpeku ye
MIPUITAIBIMTE HE Ca YECTH, IAIIMEHTHTE TPSOBa fja ce HabIoaaBar 3a OKoJio 15 MUHYTH cien
nocrassiHeTo Ha HPV Bakcunara.

Cpo011eHH ca ajepruiHy peakiyuu, KOUTO MOTaT Jja BKIII0UBAT 3aTPYAHEHO AUIIAHE, XPUIIOBE
(6poHxocnazbM), KONPUBHA Tpecka 1 00puB. HAKou OT Te3u peakuu ca TeKKH.

KakTto npu Apyru BakCHHH, HAOIIOaBaHUTE TIPU 001112 ynmoTpeda HeXeIaH!u PeakIiy BKIFOYBAT:
notyBaHe Ha JIMM(HU BB3H (1MW, TOJMUITHIYHA SIMKa WK cTaOWHN), MyCKyJTHa ci1abocT,
MIPOMEHEHA YYBCTBUTEIIHOCT, U3TPBIIBAHE HA PBIETE, KpaKaTa U TOPHATA YaCT Ha TSUIOTO WU
oObpkBaHe (cunapoM Ha ['mieH-bape, ocThp AMCEeMUHUpaH eHIIE()ATOMUEIINT), 3aMastHOCT,
MOBPBIIAHE, CTaBHA 00JIKA, MyCKYJTHH OOJIKH, HeOOWYaiiHa yMopa MM cllabocT, BTpHcaHe, 0010
HEPA3MOJI0KEeHHEe, KbPBEHE WIIN TIOCHHSIBAHE, MO-JICCHO OT 00MYaliHO M WH(EKIIUU Ha KOXKaTa Ha
MSICTOTO Ha MH)KEKTHUPAHE.

Cho0LIaBaHe HA HesKeJIAHU PeaKIMH

AKO TOITyYnTe HIKaKBH HEXEIaHU JIEKapCTBEHU peakiny, yBeaoMere Bamus nekap, GpapmanesT mwin
MEJUIMHCKA cecTpa. ToBa BKIIFOYBA BCUYKH Bb3MOKHH HEOIIMCAHU B Ta3U JIUCTOBKA HEXKEIIAHU
peaknuu. MoxeTe ChIIO J1a ChOOIIUTE HeXKEJIaHU PEaKLUH TUPEKTHO Ype3 HAlMOHAIHATA CUCTEMa 32
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C’LOGHIaBaHe, IIOCOYCHA B H[!I/IJ'IO)KCHI/IG V. Karo C’I:»O6H.[aBaTe HCXCIIaHU PCAKIUH, MOXKETE J1a Jaa€Te
CBOs ITPUHOC 3a MMOJTy4YaBaHC HAa IIOBECYC I/IH(i)OpMaHI/IH OTHOCHO 0€30I1aCHOCTTa Ha TOBa JICKapCTBO.

5. Kak na cexpansipate Gardasil

[a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIeHa.

He uzmon3BaiiTe Ta3u BakCHHA cJiell CPOKa Ha TOHOCT, OTOEN3aH BHPXY €TUKETa Ha (prrakoHa u
KapTOHEHaTa OomaKoBKa (cnef ,,l'oneH 10*). CpokbT Ha TOJHOCT OTrOBaps Ha MOCIETHUS JIEH OT
MTOCOYEHUS MECEII.

Ha ce cpxpansiBa B xnagmHuk (2°C - 8°C). [la He ce 3ampa3siBa.

CexpansBaiiTe (prrakoHa B KapTOHEHATa OMMAKOBKa, 3a JIa CE TMPEANa3y OT CBETJINHA.

He u3xBbpIsiiTe TekapcTBaTa B KaHATU3AUATA WU B KOHTEHHepa 3a JOMAIIHHA OTHaIbIIH.
ITormnratiTe Bamms dapMareBT Kak J1a U3XBBPIISATE JIEKapCTBATa, KOUTO BeUe He n3mnoi3pare. Te3un
MEPKH III€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJHATa cpeja.

6. Cbabp:KaHue HA OMAKOBKATA M 0NMbJIHUTENHA HH(OpMAIUs

KaxkBo cpabp:xa Gardasil

AKTUBHHTE BEIECTBA Ca: BUCOKO NPEYNCTEH, HEMH(EKIINO3EH POTEHH 3a BCEKH THIl YOBEILIKU
nanuiomasupyc (6, 11, 16 u 18).

1 mo3a (0,5 ml) chabprka IPUOTH3UTEITHO:

Yogewku nanuiomasupyc' tun 6 L1 nporenn?? 20 MuKporpamMa

Yosewku narmunomasupyc' tun 11 L1 nporeun®® 40 Mmukporpama

Yosemxku manmwioMasupyc! tun 16 L1 mporenn®® 40 mukporpama

Yosewku nanuiomasupyc' tun 18 L1 nporeun®® 20 Mukporpama

"Yopemkn nanunomasupyc = HPV.

L1 nporeunH nox popMara Ha BUPYCONOAOOHN YACTHIIN, IPOU3BEIEHHU B IPOXKIEBU KIETKH
(Saccharomyces cerevisiae CANADE 3C-5 (Illam 1895)) upe3 pekomOunanTHa JIHK TexHomorMs.
Sajcopbupanu BepXy aMmopder anymunueB xuapokcudocdar cyadar amosanr (0,225 Munurpama
Al).

Amopden amymuHueB xuapokcudocdar cyndar e BKIIOUYEH B Ta3W BAKCHHA KaTo aJIOBaHT.
AJFOBaHTUTE Ca BEIIECTBA, BKIIOUYEHH B HIKOU BAaKCHHHU, 32 Ja 3aCHJIST, HOAOOPST W/WIN YABIKAT
3alIMTHUTE €EKTH Ha BAaKCHHATA.

Jpyrute cbcTaBKU BB BaKCHHAIHATA CYCIEH3HS Ca:

HaATpUeEB XJopua, Xxuctuaut, nonucopdat 80 (E433), 6opakc (E285) u Boja 3a MHKEKIIUH.

Kak m3riexna Gardasil m kakBo cbaBbpika onmakoBKaTa

1 no3a Gardasil naxekoHHa cycnensus chabpka 0,5 ml.

[Mpenu pazknamane Gardasil Moxke 1a u3riexIa Karo OucTpa TeuyHOCT ¢ Osina yraiika. Cien
cTapaTellHO pa3KiIalllaHe, BAKCHHATA [PEeJICTaBIsIBa Osla, MBTHA TEYHOCT.

Gardasil ce mpemara B omakoBku oT 1, 10 mam 20 ¢akoHa.

He BcuukM BHI0BE OTIAKOBKM MOTAT Jia ObJaT MMyCHATH Ha Ma3apa.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

HpnTemaTeﬂ Ha pa3pelicHuETo 3a yrmTpeﬁa U IMPOU3BOAUTEL

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepnannus

3a 1onbJIHUTENHA HHPOPMAIIKS OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NpeJICTaBUTEN Ha MPUTEKATEIS Ha pa3pelieHHeTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.com

Bwarapus

Mepxk lapn u Jloym bearapus EOO/
Teir.: +359 2 819 3737
info-msdbg@msd.com

Ceska republika

Merck Sharp & Dohme s.r.o.
Tel.: +420 277 050 000
dpoc_czechslovak@msd.com

Danmark

MSD Danmark ApS
TIf.: +45 4482 4000
dkmail@msd.com

Deutschland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 614 4200
dpoc.estonia@msd.com

E\Lada

MSD A.Q.E.E.

TnA: +30 210 98 97 300
dpoc.greece@msd.com

Espaiia

Merck Sharp & Dohme de Espafia, S.A.

Tel: +34 91 321 06 00
msd_info@msd.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5 2780 247
dpoc_lithuania@msd.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36 1 888 5300
hungary msd@msd.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
dpoccyprus@msd.com

Nederland

Merck Sharp & Dohme B.V.
Tel: 0800 9999000

(+31 23 5153153)
medicalinfo.nl@msd.com

Norge

MSD (Norge) AS

TIf: +47 32 20 73 00
medinfo.norway@msd.com

Osterreich

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

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@msd.com

Portugal

Merck Sharp & Dohme, Lda
Tel.: +351 21 4465700
inform_pt@msd.com



Hrvatska

Merck Sharp & Dohme d.o.o0.
Tel: +385 1 6611 333
dpoc.croatia@msd.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

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

Island
Vistor ehf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
dpoc.italy@msd.com

Kvmpog

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

Latvija

SIA Merck Sharp & Dohme Latvija
Tel.: +371 67025300
dpoc.latvia@msd.com

Romania

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 29 00
msdromania@msd.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 520 4201

msd.slovenia@msd.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel.: +421 2 58282010
dpoc_czechslovak@msd.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@msd.com

JaTa Ha mocsenHo npepasriexaade Ha gucropkara MM/TTTT

ITonpoOHa nHpopMaLus 3a TOBa JIEKAPCTBO € MPeJocTaBeHa Ha yebcaiita Ha EBpomnelickaTa areHuus

IO JIeKapcTBaTta https:/www.ema.europa.eu.

Ilocouenara mo-go.y uHopManus e NpegHaA3HAYEHA CAMO 32 MEUIIUHCKH CIEeNHATUCTH:

Bakcunara TpSI6Ba Jia C€ M3II0JI3BAa KaKTO C€ JOCTaBs, HC € HCO6XO)Z[I/IMO Ja C€ pa3pexia uin
pa3TBaps. TpHGBa Ja C€ npujara nbJiHaTa pernopbuIUTCIIHA 1034 OT BAKCHHATA. Heunsnon3paunusr
JICKAPCTBCH MPOAYKT WJIN OTHAABYHUTC MATCpUATIN OT HECTO TpSI6Ba Ja €€ U3XBBHPJIAT B CbOTBCTCTBUC C

MECTHHUTC U3UCKBAHUA.

[Ja ce pasknatu go6pe npean ynorpeba. BakcuHara TpssOBa 1a ce moarbppxka CyCcrieHaupaHa ape3
EHEeprUYHO pa3KIiallaHe HeMOCPEACTBEHO Npean ynoTpeoa.

JlekapcTBEHUTE NPOLYKTH 3a MAPEHTEPATHO NPUIIOKEHNE TPsiIOBa Ipear IpHIarate Ja ce MpoBepsiBaT
BH3YaJIHO 32 HaJM4YMe Ha YacTUIU U MTPOMSHA B 11BeTa. MI3XBbpIiieTe NpoayKTa, ako ChIbpikKa YaCTUIIU

WJIW U3IJICKa IPOMCHCH Ha IBAT.


https://www.ema.europa.eu/

b JINCTOBKA
(IIPEJABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA)
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JlucroBka: uH(popMan U 32 NOTPeOUTES

Gardasil nH/KeKIIMOHHA CyCIIeH3Us B IPeIBAPUTEIHO HAITbJIHEHA CIIPUHIOBKA
AncopOupaHa BakCHHA CpEIly YOBEIIKY MammwioMasupyc [tum 6, 11, 16, 18] (pekoMOMHaHTHA)
(Human Papillomavirus Vaccine [Types 6, 11, 16, 18] (Recombinant, adsorbed))

IIpouyereTe BHUMATEIHO LAJIATA JJUCTOBKA, Npeau Bue niam Bamero gere ga ce BakcuHupare,

Thil KATO TH ChAbP:KA BaxHa 3a Bac niu Bamero nere nndpopmanus.

- 3amazere Ta3u JUCTOBKA. MOXKe J1a ce HAJIOXKH J1a 51 TPOYETETe OTHORBO.

- AKO uMate HIKaKBH JIOIBIHUTEHA BBIPOCH, TIoNUTaiTe Bamms nekap mm gpapmMariesT.

- Axo Bue nunu Bamiero nere nosydurte HAIKaKBU HEXKEIAHU peaklnu, yBeaoMmere Bamus nekap,
(’papMaueBT NI MCOUIINHCKA CCCTpa. TOBa BKJIFOYBA U BCUYKH BB3MOXXHHU HCXKCIIAaHU peaKum/I,
HEOITMCAaHHU B Ta3M JINCTOBKA. BikTe Touka 4.

Kakso ChbABbpPiKa Ta3u JIMCTOBKA

KakBo npencrasnsaBa Gardasil 1 3a kakBo ce n3mon3sa

Kakso TpsiOBa na 3Haete, npenu Bue mim Bammero nete na nomyunrte Gardasil
Kak ce npunara Gardasil

Bb3MOKHHM HE)XETTaHU peaKIuu

Kak na cexpansiBare Gardasil

ChabpikaHue Ha OTIAKOBKATa W JOMBIHHTEIIHA HHPOPMAITUS

SAINAE e e

1. Kakpo npencrasasisa Gardasil 1 3a kakBo ce U3moJ3Ba

Gardasil e Bakcuna. Bakcunupanero ¢ Gardasil uma 3a uen na Bu npeanasu ot 3a0omnsiBanus,
NPUYMHSBAHM OT YoBewKH nanmioMmasupyc (HPV) tun 6, 11, 16 u 18.

Tesu 3a001s1BaHUS BKIIIOYBAT MPEKAHIEPO3HH JIE3UH Ha KEHCKUTE TeHUTaNuH (IIUiKa, ByJIBa U
BarvHa); NpeKaHIePO3HH JIE3UH Ha aHyca ¥ TeHUTATHN KOHIWIOMHU TIPU MBKE U KEeHU; [IePBUKATICH U
ananeH pak. HPV tum 16 u 18 npuunasBat npubnusutento 70 % oT crydante Ha KapIImHOM Ha
muiKaTa Ha MaTkara, 75 %-80 % ot cinydante Ha aHaneH pak; 70 % or HPV-cBbp3anuTe
MpeKaHIlepO3HHU JIe3UH Ha ByJjiBaTa 1 BaruHara; 80 % ot cebp3anute ¢ HPV ciyuau Ha
IpeKaHIepo3Hu Jie3un Ha anyca. HPV tum 6 u 11 ca otroBopau 3a npubausurenHo 90 % ot ciydaurte
Ha FeHUTAJIHU KOHAWIOMH.

Gardasil e npenna3zHaueH Jqa npeaoTBpaTsIBa Te3W 3a00siBaHus. BakcnHara He ce n3Moi3Ba 3a
nederne Ha HPV-cebp3anu 3a6onaBanns. Gardasil Hama edekT mpH JInia, KOUTO Bede ca HMalTd
nepcuctupaiia nHpEKIus Win 3a0oJsBaHe, CBbp3aHo ¢ Hiakol or HPV TumnoBere BbB BakcHHATA.
O6aue mpu JinIa, KOUTO Bede ca MHPESKTUPAHH ¢ €AWH WIK MTOBeUYe OT BaKCUHAIHUTE TunioBe HPV,
Gardasil mosxe Bce ore Ja mpenmnasu ot 3abossBaHe, CBbp3aHo ¢ apyrure HPV tunose BbB
BaKCHHATA.

Gardasil He MoXxe 12 TPUUMHM 3a00JIABaHUATA, OT KOUTO MIpea3Ba.

Gardasil mpoaymupa THIOBO-CIEM(UYHN aHTHTENA 1 IO BpeMe Ha KIIMHUYHHU W3ITUTBAHUS € TIOKa3al,
ye npenotepatsiea HPV 6 - ,11-, 16- u 18- cBbp3anu 3a001BaHUs [IPH )KEHU Ha Bb3pacT

16 - 45 roguHM ¥ TIpY MBXKE HA BB3pacT 16-26 ronuau. BakcuHara n3paboTBa TUIOBO-CIENU(DHIHH

aHTUTeNa U 1pHu 9- 10 15-roaumiam aemna u IHOIIH.

Gardasil Tps6Ba a ce U3M0JI3Ba B COTBETCTBHE C OPHULIUATHUTE yKa3aHHUs.
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2. Kakgo Tpsa6Ba 1a 3Haete, npenu Bue wiu Bamero nete na moxyunte Gardasil

He TpsioBa n1a nosnyuyasare Gardasil, ako:

o Bue nim Barmreto nere cre aneprudnu (CBpbXUyBCTBUTEIHN) KbM aKTHBHHUTE BEIECTBA MIIH
KBM HAKOS OT ocTaHanuTe cheTaBku Ha Gardasil (m30poenu B “/Ipyru chbcTaBKu — BHXKTE
TOYKa 6).

o Bue nnu Bamero gere cre momyuyniu ajJepruvHa peakiys, clies KaTo € Ouiia mpuiiokeHa 103a
Gardasil.

. Bue nimn Bameto nmete ctpagaTe oT 3a0oJsIBaHe ¢ BUCOKA TeMIlepaTypa. B chioTo Bpeme, JIeKo

MOBUIICHATAa TEMIICpATypa UIIN I/IH(l)CKLII/ISI Ha TOPHUTEC AUXATCIIHU IbTUIA (HaHpI/IMCp
HaCTI/IHKa) cama 1o cebe cH He e NpUYKWHA 3a OTJIaraHE Ha BaKCHHAIUATA.

IpenynpexaeHus U Npeana3Hu MEPKH
I'oBopere ¢ Bamus nekap, hapmarieBT nim MEAUIIMHCKA cecTpa, peny Bue wnu Bamrero nete na
O0bJeTe BAKCHHUPAHH, aKO

o MMaTe HapylIeHHe Ha KPbBOCHCUPBAHETO (3a00IIsBaHe, TOPAIH KOETO KbPBEHETO € MOBEYE OT
HOPMAJIHOTO), HAPUMEP XeMO(HITHS
o uMare otciiabeHa MMyHHA CUCTEMa, HarpuMep ropaau reaetiueH nedekr, HIV nndexnus nimm

rnopaau JC€KapCTBa, KOUTO BJIUAAT BbpXY UMYHHATa CUCTEMA.

Crrent BCsiKa MHDKEKIIHSL C UTJTAa MOXKE J1a HACTHITN MPUTIAABK, ITOHSKOTA CHIIPOBOJICH C TagaHe (Haki -
BEUE IPU IOHOIIN). 3aTOBA KAXKETE Ha JIEKaps UK HAa MEAUIIMHCKATA CECTPa, aKO CT€ UMAaJU IMPUIATBK
TIPY MUHAJIA WHXKEKITHS.

Kakro mpu Besika qpyra BakcuHa, Gardasil mosxe na He ocurypu 100 % 3ammTa Ha T€3u, KOUTO ce
BaKCHHUpAT.

Gardasil ue npeamnasBa OT BCUYKH TUIIOBEC YOBCIIKU MMAITMJIOMAaBHUPYC. Hopa;u/l TOBa Tp}I6Ba Ja
IpOABJIZKH B3CMAHETO Ha MEPKHU 3a MPEATIa3BaHe OT 6OJ'IeCTI/I, npeaaBaHu 110 IMMOJIOB II'BT.

Gardasil He ipeamasBa OT BCHYKH OCTaHATH 3a00IsIBaHMS, KOWTO HE Ca MPUINHEHH OT YOBEIITKH
MAHIOMaBUPYC.

BaKCI/IHI/IpaHeTO HC 3aMCCTBa pCAOBHUTEC NPCTIICAN HA IIUIKaTa Ha MaTKaTa. TpH6Ba Ja IPOABbILKUTE
Ja CJI€aBaTe CbBCTUTC Ha JICKaps 3a U3CJIICABAHC C HUTOHaAMa3Ka OT IIuHKaTa Ha MaTkKaTra, KaKTO 1
MNpEeANasHUTE U 3allIUTHUTC MEPKU.

Kaxea opyea cvwyecmesena ungpopmayus 3a Gardasil cnedsa Bue unu Bawemo oeme da 3naeme

IIpoBeneHu ca MPONBIDKATETHN KIMHUYHH IPOYYBAHUS, 32 J1a C& OMPEIeTH MPOABJDKUTEITHOCTTA Ha
3amuTara. Heo6xoamMocTTa ot moacunBaiia (0ycTep) 03a He € yCTaHOBEHA.

Jpyru aekapcrBa win Bakcunu U Gardasil

Gardasil mosxe n1a ce mpuilara ¢ BakCHHa cpellly xernaTuT B unu Oycrtep BakcuHa cpeuty audrtepus (d)
u Tetanyc(T), KkoMOMHUpPaHA WK C KOKITIONI [alenyiapHa KOMIIOHeHTHa] (ap), W/WH ¢ TIOJTHOMHUEIIUT
(nnaxtusupana) (IPV) (dTap, dT-IPV, dTap-IPV BakcuHm) Ha APYTro MsICTO HA HHXKEKTUpaHe (Ipyra
9acT OT TSJIOTO, HAIIPUMEp Jpyrarta pbKa WK Kpak) MPH €IHO U CHII0 ITOCEIICHHUE.

Gardasil Moxe 1a HAMa onTUMalieH eeKT, ako:
. Ce M3I0JI3Ba €JHOBPEMEHHO C JICKapPCTBA, KOUTO MOTUCKAT HMYHHATa CHCTEMA.

B KJIMHUYHY U3NIUTBaHUS IpujiaraHneTo Ha nNe€popajiHu UKW JPYTrd KOHTPpAUCIITHUBY HE HaMaJlsiBa
ocurypenara ot Gardasil 3amura.

Mons, napopmupaiite Bamms nexap wim papmanesT, ako Bue wiu Banrero gere npuemare uimu
HACKOPO CTe MPHEMaIIH IPYTH JIEKapCTBa, BKIIOUYUTEITHO U TAKMBA, OTIYCKaHU 0€3 pelenTa.
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BpemenHoCT, KbpMeHe U (pepTHINTET

AKO cTe OpeMeHHa WIM KbpMHUTE, CMATATE, Y€ MOXKE Jla CTe OpeMeHHA MM IUIaHUpaTe OPEMEHHOCT,
MoChBEeTBalTE ce ¢ Bamms nekap npeau ynorpedara Ha TOBa JIGKAPCTRO.

Gardasil Mmo>xe 1a ce mpuiara Ha )KeHH, KOUTO KbPMST WU Bb3HAMEPSBAT J1a KbPMSIT.

Ilodupane u padoTa ¢ MAIIIUHU
He ca npoBenenu npoyuBanus 3a eheKTUTE BHPXY CIIOCOOHOCTTA 32 IodupaHe Uin paboTa ¢
MaIIHHH.

Gardasil cbabpika HaTpui
ToBa nekapcTBO ChIbpIKa Mo-Maiko oT 1 mmol Hatpu#t (23 mg) Ha 1032, T.e. MOXKeE Ja ce Kaxe, e
MPAKTHYECKH HE ChABPIKA HATPHH.

3. Kak ce npuiara Gardasil

Gardasil ce npunara ot Bammus nekap nmox ¢popmata Ha nHxkekuusi. Gardasil e npegHa3HadeH 3a
IOHOIIIM ¥ BB3PACTHU HAJX 9 TONUHN.

AKO cTe Ha Bb3pAacT 0T 9 10 13 roanHu BKJIOYHUTETHO

Gardasil Mmosxe 1a ce mpuiara o 2-1030Ba cxema:

- IIppBa MHXEKLUS: HA ONpEAeTICHa 1aTa

- Bropa umkeknus: 6 Mecena ciell IbpBaTa HHXEKINs

AKo BTOpaTa 71032 OT BakcHHaTa O'bJie TIOCTaBeHa M0-PaHo OT 6 Mecelia clie/l TbpBara J103a, BUHATH
TpsiOBa J1a ce MIOCTaBU M TpeTa J03a.

Gardasil Moke chITIO Taka J1a ce mpujara mo 3-71030Ba cxeMa:

- IIppBa WHKEKIHS: Ha OIIpe/ieieHa aara

- Bropa umxkeknus: 2 Mecenia clies1 MbpBaTa HHKEKIUS

- Tpera mmxeknus: 6 Mecera cie IbpBaTa HHXEKITUSI

Bropara no3a TpsiOBa a ce mpuiiara Haii-Maliko eJIUH Mecell Clie/l TbpBara J103a, a TpeTaTa J103a
TpsOBa Aa ce TpuIara Haii-MaJiko 3 Mecera ciie BTopaTa 103a. Tpure 103u TpsOBa Ja ce MPHIoKaT B
pamkute Ha 1 roguaa. Mo, ToBopeTe ¢ Bammst iekap 3a JOITBIHUTETHA HHPOPMAIITHS.

AKO cTe Ha Bb3pacT 14 rofMHU ¥ NIoBeYe

Gardasil Tpsi0Ba na ce nmpunara mo 3-1030Ba cxema:

- IIppBa MHXEKIHS: Ha OIpeIecHa 1aTa

- Bropa umxekius: 2 Mecela ciie]l MbpBaTa WHXXEKIIH

- Tpera mmxkeknus: 6 Mecera cie IbpBaTa HHXEKITUSI

Bropara no3a Tps0Ba J1a ce mpuiiara Haii-MajaKo eUH Mecell CJIe]I TbpBaTa J103a, a TpeTaTa J03a
Tps0Ba Ja ce mpujiara Haii-MaJko 3 Mecella ciel BropaTa Jo3a. TpuTe 103u TpsOBa a ce PHUIIOKAT B
pamkuTe Ha 1 roguHa. MoJst, roBopere ¢ Baius sekap 3a TOMbIHUTEIHA HHMOPMAIIHSL.

[penopbunTenHO € IrIa, Ha KOUTO KaTo IIbpBa J03a e nmocraBeH Gardasil na 3aBbpuar
BaKCHHAIMOHHUS Kypc ¢ Gardasil.

Gardasil ce mpuara kaTo HHXKXEKINS Tpe3 KoXkKaTa B MyCKYJI (3a IPEANOYnTaHe MyCKYJI B TOpHATa
YacT Ha phKaTa WK KPakKa).

Bakcunata He TpsOBa Jja ce cMecBa B €/IHA U ChIIa CIPUHIIOBKA C HUKAKBH JPYTH BaKCUHU WITH
pasTBOpHU.

AKo cTe nponmycHaau egHa ao3a ot Gardasil:

Axo IMIPOIIYCHETE 3allJlaHyBaHa WHXXCKIU, Bammsr JICKAp MIe pelIn Kora Jia MpujIoKHu MpoIrycHaTaTa
J03a.
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BaxxHo e na cienBaTe ykazaHusATa Ha Bammus nexap niy MeAMIMHCKATa CECTpa OTHOCHO CIIEABAIUTE
MOCeNIeHHsI 3a IIpUiIarale Ha mopeaHara j103a. AKo 3a0paBUTe WM HE MOXKETe Jla moceTute Bamms
JieKap Ha oIlpeJieNieHaTa Jara, moTbpceTe ¢bBeT oT Hero. Korato Gardasil ce mpunara kato mbpBa
J103a, KypCchT Ha BaKCMHUpPaHe TpsA0Ba Ja 3aBbpiuu cbe Gardasil, a ve ¢ gpyra HPV Bakcuna.

AKO UMate HAKaKBH JOIBIHATEHN BBIIPOCH, CBBP3aHHU C yroTpebaTa Ha TOBa JIEKapCTBO, MOJIS,
nonutaiite Bamms nekap unu gpapmanesT.

4. Bb3MOKHM HeKeTaHH peaKIuu

KakTo Bcnuku BAaKCHMHH, Ta3W BaKCHUHA MOXKEC 1a IMTPEAN3BUKA HEXKCIIAHU PCAKIIUHN, BBIIPEKH Y€ HE
BCCKH T' TIOJTy4aBa.

IIpu npunaranero Ha Gardasil moraT na 6b1aT HaOMIOMABAHM CICTHNTE HEXKEIIAHU PEaKITHH:

MmHoro 4yectn (Moxe Jia 3acerHaT nosede ot 1 Ha 10 ayiim), HexXelIaHUTe PeakIvK Ha MSICTOTO Ha
WH)XEKTHpaHe BKIIOYBAT: 00JIKa, IOyBaHe U 3auepBsiBaHe. HabmoaBaHo e u rmaBoboime.

Yectu (Moxe ga 3acernar moeeue ot 1 Ha 100 gymm), He)KeENaHUTE peakluy Ha MSCTOTO Ha
WHXCKTHpaHE BKJIIOYBAT: KpbBOHACSIaHE, ChpOEK, O0ska B kpaliHUK. ChOOIIEHU ca ChIO MTOBUIIICHA
TeMITepaTypa U rajicHe.

Heuectu (Moxe na 3acernar jqo 1 va 100 qymm): noxyTrHa (Bb3el) Ha MICTOTO HA HMHKEKTUPAHE.
Penxu (Moxe na 3acersaT mo-Mainko ot 1 Ha 1 000 xymm): KonpuBHA Tpecka (ypTHKAPH).

MmHoro psaako (Moxe na 3acerHat mo-mainko ot 1 Ha 10 000 qymm) ce cho0mmIaBa 3a 3aTpy THEHO
numane (OpOHXOCITa3bM).

Korato Gardasil ce mpuiara ¢ koMOMHUpaHa BakCHHA Cpelly TUQTepHs, TETaHyC, KOKIIIOUI
(amemrymapHa KOMIIOHEHTA) ¥ ITOJIMOMHUETUT (MHAKTUBHpAHAa) IO BpeMe Ha ChI[aTa BU3HUTA, MMa ITOBeUe
CJIy4au Ha rI1aBo0O0JIUE U OTOK Ha MACTOTO Ha MPUIOKEHHE.

Heoicenanume Jlekapcmeernu peakyuu, C'b06u46l6aHu no epeme Ha nocmmapkemuHzoeamad ynompe6a,
8KJIroueant.

Ch0O0IIIeHO € 3a MPUIAIBK, TOHSIKOTa ChIIPOBOJICH C TPENIEPEHE U BIICTICHsIBaHe. BhIipeku ue
MIPUITAIBIMTE HE Ca YECTH, IAIIMEHTHTE TPSOBa fja ce HabIoaaBar 3a OKoJio 15 MUHYTH cien
nocrassiHeTo Ha HPV Bakcunara.

Cpo01eHn ca alepruiHy peakiyuy, KOUTO MOTaT Jja BKIIIOUBAT 3aTPYAHEHO AUIIAHE, XPUIIOBE
(6poHxocnaszbM), KONpUBHA Tpecka 1 00puB. Hakou OT Te3u peakyu ca TeKKH.

KakTo npu apyru BakcuHH, HaOII0AaBaHUTE NP 00IIa yroTpeda HeXeTaH! PeaKIMy BKIFOUBAT:
notyBaHe Ha JIMM(HU BH3HA (WS, TOAMHITHIYHA SIMKa HITH cTabWHM), MyCKYJTHa C1a0oCT,
NpOMEHEeHa YyBCTBHTEIHOCT, U3TPHIIBAHE HA PhIETE, KpaKkaTa M ropHATa YacT Ha TSIIOTO WITH
o0bpkBaHe (cuHApOoM Ha ['mieH-bape, ocThp AMCEMUHUpPAH eHIEPATOMUEIUT), 3aMastHOCT,
HOBpBILAHE, CTaBHA 00JIKA, MYCKYJIHU OOJIKH, HeoOWYaiiHa yMopa WM c1adocCT, BTpHUCaHe, 0010
HEepasoJoKeH!e, KbpBEHE WK TIOCUHSIBAHE, MTO-IECHO OT O0MYaifHO W MH(PEKIIUHN Ha KO)KaTa Ha
MSICTOTO Ha HMHXKCKTHPAHE.

Cho0LIaBaHe HA HesKeJIAHU PeaKIMH

AKO TOITyYuTe HIKaKBH HEXEIaHU JIEKapCTBEHU peakiyny, yBeaoMere Bamus nekap, GpapmanesT mwin
MEJUIMHCKA cecTpa. ToBa BKIIFOYBA BCUYKH Bb3MOKHH HEOIIMCAHU B Ta3H JUCTOBKA HEXXEJIAHU
peaxknuu. MoxeTe ChIIO J1a ChOOIIUTE HeXKEJIaHU PEaKLUK TUPEKTHO Ype3 HAIlMOHAIHATa CUCTEMa 3a
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C’LOGHIaBaHe, IIOCOYCHA B H[!I/IJ'IO)KCHI/IC V. Karo C’I:»O6H.[aBaTe HCXCIIaHU PCAKIUH, MOXKETE J1a Jaa€Te
CBOs ITPUHOC 3a MMOJTy4YaBaHC Ha ITOBCYEC I/IH(bOpMaIII/ISI OTHOCHO 0€30I1acHOCTTa Ha TOBA JICKApCTBO.

5. Kak na coxpansBarte Gardasil

[a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIeHa.

He uzmon3BaiiTe Ta3n BakCHHA CJe]l CPOKA HAa TOJHOCT, OTOENsI3aH BEPXY €THKETa Ha CIIPUHIIOBKATA 1
KapTOHEeHaTa omakoBka (cief ,,l'ogen 10°). CpokbT Ha TOJHOCT OTrOBapsl Ha MOCIETHUS JIeH OT
MTOCOYEHUS MECEII.

Ha ce cexpansa B xnagmmHuk (2°C - 8°C). [la He ce 3ampa3siBa.

CrpxpaHsBaiiTe CIPHHIIOBKATa B KAPTOHEHATA OMAKOBKA, 32 J1a Ce Mpe/Ina3u OT CBETINHA.

He u3xBbpsiiTe nekapcTBara B KaHATM3AMITA UM B KOHTEITHEpa 32 TIOMAIIIHA OTHAIbIIH.
ITormmratiTe Bamms dapMareBT Kak J1a U3XBBPIISATE JIEKapCTBATa, KOWTO BeUe HE M3Moia3Bare. Te3un
MEpKH IIe CIIOMOTHAT 3a Olla3BaHe Ha OKOJHATa Cpefa.

6. Cbabp:KaHue HA OMAKOBKATA M 0NMbJIHUTENHA HH(OpMAIUs

KaxkBo cpabp:xa Gardasil

AKTUBHHTE BEIECTBA Ca: BUCOKO NPEYNCTEH, HEMH(EKIINO3EH POTEHH 3a BCEKH THIl YOBEILIKU
nanuiomasupyc (6, 11, 16 u 18).

1 mo3a (0,5 ml) chabprka IPUOITH3UTEITHO:

Yogewku namuiomasupyc' tun 6 L1 nporenn®? 20 MuKporpamMa

Yosewku narmunomasupyc' tun 11 L1 nporeun®® 40 Mmukporpama

Yosemxku manmwioMasupyc! tun 16 L1 mporenn®® 40 mukporpama

Yosewku namunomasupyc' tun 18 L1 nporeun®® 20 Mukporpama

"Yopemkn nanmunomasupyc = HPV.

L1 nporeunH mox popMara Ha BUPYCONOAOOHH YACTHIIN, IPOU3BEIEHHU B IPOXKIEBU KIECTKH
(Saccharomyces cerevisiae CANADE 3C-5 (Illam 1895)) upe3 pekomOunanTHa JIHK TexHomorMs.
Sascopbupanu BepXy aMmop(den anymunues xuapokcudocdar cyndar amrosanr (0,225 Munurpama
Al).

Amopden amymuHueB xuapokcudocdar cyndar e BKIIOUEH B Ta3W BAKCHHA KaTo aJIOBAHT.
AJFOBaHTUTE Ca BEIIECTBA, BKIIOUEHH B HIKOU BAaKCHHHU, 32 Ja 3aCHJIST, HOAOOPST W/WIN YABIKAT

3alllUTHUTC e(l)eKTI/I Ha BaKCHHaTa.

JlpyruTe ChbCTaBKU BbB BaKCHHAJHATA CYCIICH3US ca!
HaTpueB xJopui, xuctuanH, nonucopdat 80 (E433), 6opakc (E285) 1 Boga 3a HHXKEKITUH.

Kak m3rae:xga Gardasil n kakBo cbIbp:ka OIIaKOBKAaTa
1 no3a Gardasil nmxekioHHa cycnensus cbabpka 0,5 ml.

[Ipenu paszknamiane Gardasil Moyke 1a u3rirexna KaTo OMCTpa TEYHOCT ¢ Osita yraiika. Cren
CTapaTeJIHO pa3KialllaHe, BAKCUHATA TPE/CTaBIsABa Osjla, MbTHA TEYHOCT.

Gardasil ce npemnara B onakoBku oT 1, 10 uiu 20 npeaBapuTeTHO HAITBIHEHH CIIPHHIIOBKH.

He Bcuuku BHJIOBE ONTAKOBKM MOT'AT Jia ObJIaT yCHATH Ha Ma3apa.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

HpnTemaTeJI Ha pa3pelicHuETo 3a yrmTpeﬁa U IMPOU3BOAUTEL

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepnannus

3a 1ombJIHUTENHA HHPOPMAIIUS OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NpeJICTaBUTEN Ha MPUTEKATEIS Ha Pa3pelIeHUEeTo 3a yoTpeoa:

Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.com

bbuarapus

Mepk Llapm u Jloym bearapuss EOO/]
Ter.: +359 2 819 3737
info-msdbg@msd.com

Ceska republika

Merck Sharp & Dohme s.r.0.
Tel.: +420 277 050 000
dpoc_czechslovak@msd.com

Danmark

MSD Danmark ApS
TIf.: +45 4482 4000
dkmail@msd.com

Deutschland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 614 4200
dpoc.estonia@msd.com

E\Lada

MSD A.Q.E.E.

TnA: +30 210 98 97 300
dpoc.greece@msd.com

Espaiia

Merck Sharp & Dohme de Espafia, S.A.

Tel: +34 91 321 06 00
msd_info@msd.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5 2780 247
dpoc_lithuania@msd.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36 1 888 5300
hungary msd@msd.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
dpoccyprus@msd.com

Nederland

Merck Sharp & Dohme B.V.
Tel: 0800 9999000

(+31 23 5153153)
medicalinfo.nl@msd.com

Norge

MSD (Norge) AS

TIf: +47 32 20 73 00
medinfo.norway@msd.com

Osterreich

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

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@msd.com

Portugal

Merck Sharp & Dohme, Lda
Tel.: +351 21 4465700
inform_pt@msd.com



Hrvatska

Merck Sharp & Dohme d.o.o0.
Tel: +385 1 6611 333
dpoc.croatia@msd.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

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

Island
Vistor ehf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
dpoc.italy@msd.com

Kvmpog

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

Latvija

SIA Merck Sharp & Dohme Latvija
Tel.: +371 67025300
dpoc.latvia@msd.com

Romaénia

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 29 00
msdromania@msd.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 520 4201

msd.slovenia@msd.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel.: +421 2 58282010
dpoc_czechslovak@msd.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@msd.com

JaTa Ha mocienHo npepasriexaane Ha gucropkata MM/I'TTT

ITonpo6Ha mHGOpMAaIHS 3a TOBA JICKAPCTBO € IIpeIocTaBeHa Ha yebcaiiTa Ha EBporielickaTa areHIus

T0 JIeKapcTBara https://www.ema.europa.eu.

ITocouenara mo-10Jay I/IH(l)OpMaIIHﬂ € NMpeIHa3HAaYCHAa CaMO0 3a MCIMIIHHCKHA CICIIUAJTUCTH:

- Gardasil ce npeajiara B NpeABApUTEIIHO HAITBJIHCHA CIIPUHIIOBKA I'OTOBA 3a IMPWJIaraHe Ha
HWHTpaMyCKYJIHA WHKCKIUS (1m), 3a IIPCANIOYNUTAHEC B JCITONAHATA o0Iact Ha ropHarta 4acT Ha

MHUIIHULIATA.

- AKO B OIakoBKaTa uMa 2 WIJH € pa3iInyHa JbDKUHA, H30epeTe MoaXoAsIIaTa uria, 3a aa
OCUTYPHUTE 1.m. IPUIIOKEHHUE B 3aBUCUMOCT OT 'OJIEMHHATA U TETJIOTO Ha Baus manueHr.

- JlekapcTBEeHM MPOAYKTH 3a MAPEHTEPATHO MPHIOKECHUE TPSIOBA MIPEU MpHUJIaraHe aa ce
MpoBepsIBaT BU3YyaIHO 32 HAJIMYME Ha YaCTHULIM M NMPOMSHA Ha LBeTa. M3XBBbpiieTe MpoayKTa, ako
MMa 9acTUIM WK LBETHT My € IIpoMeHeH. Hen3mo3BaHusT NpOLyKT WIK OTHAIbYHUTE
MaTepHajH OT Hero TPsOBa 1a ce U3XBBPIISAT B ChOTBETCTBHE C MECTHUTE M3MCKBAHMSL.

Ja ce pasknaru no6pe npenu ynortpebda. [TocraBere urnara, kaTo BbPTUTE IO MIOCOKA HA
JaCOBHUKOBATa CTPEJKa, JOKATO UTJIaTa Ce MPUKPEITH 3paBo KbM CIIPUHITOBKATa. [Ipuimoskere 1smaTa

J103a CbIJIaCHO CTaHAAPTHUA ITPOTOKOJI.


https://www.ema.europa.eu/

	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	A.	ПРОИЗВОДИТЕЛИ НА БИОЛОГИЧНО АКТИВНИТЕ ВЕЩЕСТВА И ПРОИЗВОДИТЕЛ, ОТГОВОРЕН ЗА ОСВОБОЖДАВАНЕ НА ПАРТИДИ
	Б.	УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА ДОСТАВКА И УПОТРЕБА
	В.	ДРУГИ УСЛОВИЯ И ИЗИСКВАНИЯ НА РАЗРЕШЕНИЕТО ЗА УПОТРЕБА
	Г.	УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА БЕЗОПАСНА И ЕФЕКТИВНА УПОТРЕБА НА ЛЕКАРСТВЕНИЯ ПРОДУКТ
	A. ДАННИ ВЪРХУ ОПАКОВКАТА
	Б. ЛИСТОВКА
	Б ЛИСТОВКА

