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HH®OPMALINSA

OTHOCHO OCHTIyPsIBaHe HAa A0CTDbI 0 3APABHH JeHHOCTH 1o 1. 82, a1.2, T. 3 oT 3aK0Ha 32 3APABETO H
H3NM'bJIHeHneTo Ha HannonaanaTa nporpama 3a MbpBHYHA NPOQHIAKTHKA HA PaKa HA MATOYHATA
muiika B Peny6anka Buarapus 2021 — 2024 r. (Haunonaanara nporpama), npaera ¢ Pemenne Ne 183
ot 05 mapr 2021 r. na MunncTepcKHs chBeT Ha Peny6anka Buirapus

B usneinenne Ha HamponanHaTa mporpama 3a mbpBHYHA NPOQIIAKTHKA HA paka Ha MaTOYHATa
wwiika B Perry6nuka brirapus 2021 — 2024 r. (HaumoHannara nporpama), npreta ¢ Pemenne Ne 183 ot 05
mapt 2021 r. Ha MunucTepckus chBeT Ha PerryGruka Brirapus 1 3a ocurypsiBane Ha IOCTBII 110 3paBHHTE
nerHOCTH 1o wi. 82, an.2, T. 3 ot 3akoHa 3a 31paBeTo, Ha OCHOBaHKe Wi. 45, an. 13 u an. 22 or 3akoHa 3a
30paBHOTO OCHIypsBaHe, C LieJ HENPEeKbCBAEMOCT Ha TIpoLieca IO OCUIYpSBaHE M3IMTBIHEHHETO Ha
Hauvonannara nporpama, keM 01.03.2023 r. e noroBopeHa OTCTBIKAa OT LEHaTa HA MMYHOJIOTHYHH
JiexapcTBeH nmpoAykT 3a 2023 r. u e cxmoueH goroeop, Mexxay H30K u npurexarenar Ha paspelleHHe 3a
ynoTpe6a, KakTo cie/sa:

MexayHapoaHo Komuuectso Tputexaren
ATC HENATeHTHO JlexapcTBeHa Ha Ha
KOJX HauMEHOBaHHE dopma aKTUBHOTO paspelIeHHeTo
/ INN/ BELIECTBO 3a ynotpeba
Papillomavirus Suspension for Merck Sharp &
JO7BMO1 | (human types 6, 11, 16, P » 0.5 ml Dohme B.V.,
18) ijection Hunepnannus

B wm3mbnaHenne Ha Haumwonannarta mnporpama W ckmoueHus JgoroBop, H3OK  3amamga
MMYHOJIOTHHHHA JIEKaPCTBEH MPOIYKT NP HU3ITbJIHEHHE Ha CIICHHUTE YCIOBHS:
1. Baxcunute cpenry Human papillomavirus/ Yoeewmku nanunoma supyc (HPV/ UIIB) ca nocrasenu
ot omnpezneneHus Teprosell Ha eapo (TE) Ha obmonpaktukyBamure iexapy (OILI) ot neyeGHu 3aBeneHus 32
II'bpPBUYHA M3BBHOONHKMYHA MequimHcka oMol ([TMMIT), cxmouwm poroeopu ¢ H30K 3a okasBaHe Ha
TO3M BHJ MEIMIMHCKA NOMOLI Ha OCHOBaHHE WI. 59, an. 1 oT 3akoHa 3a 3JpaBHOTO OCHTIYpsBaHeE, KaTo
JOCTaBSHETO € U3BBPILICHO C IBYCTPaHEH IIpHeMO- IIpeiaBaTesieH MPOTOKOJI.
2. OG61onpaKTHKYBAIIUTE JIEKApH Ca MPUWIOXKIIH U OTHETH BAKCHHATA B CHOTBETCTBHE C YTBHPAEHATA
Kpartka xapakrepuctrka Ha npogykra (KXII), usucksanusara Ha HanmonanHara nporpama 1 MexaHu3bM 3a
3asABsABaHe, NOCTAaBIHE M OTYMTAHE HA BAKCHHHTE Cpelly YOBELIKH MalujioMa BHPYC U NPUIOKEHHETO UM,
OCHIypsiBallli M3ITBJIHEHMETO Ha HauWoHamHaTa mporpama 3a ITbpBHYHA NpO(UIaKTHKA Ha paka Ha
MaTo4HaTa muika B Pemy6iuka brarapus 2021-2024 r. (https://www.nhif . bg/bg/outpatient/gp/documents).
3. HaiponannaTa 31paBHOOCHTYpHTENIHa Kaca 3alulalla OTYETEHHTE HMYHOJIOTHYHH JIEKapCTBEHH
NPORAYKTH B PaMKHTE Ha NpEABHIACHHTE OIOMKETHH CpEACTBa Karo TpaHCheprn OoT MHMHHCTEPCTBO Ha
3apaseonasBaneTo kbM H3OK, nocouenu B 3akoHa 3a Gromkera Ha H30K 3a choTBETHAaTa rofnHa.
4. IlpurexaTenaTr Ha paspelleHHETO 3a yNoTpeba, pECNeKTHBHO HETOBHAT  YIIBIHOMOLIEH
TIPE/ICTABUTE]], € 3a[/bJDKEH, 32 LIeJIMA CPOK Ha NeHCTBHE Ha IOroBOpa, Ja OCHUTYpsiBa, ChOOPa3HO HyXIUTE B
Peny6nuka Beirapus, komudecTBa OT MMYHOJIOTHYHHS JIEKApPCTBEH MPOAYKT, C LEN GE3NpensaTcTBEHOTO




u3nbIHeHHe Ha HauwmonanHara nporpama. IIpu mpou3BOACTBEHM mNpoGieMH WM TpPoGaeMH OT JApYyr
XapakTep, BB3MNPEMATCTBALIM PETYJIAPHOTO OCHIypsiBaHE Ha NMPOXYKTUTe B cTpaHata, IIPV/VII e mibxken
CBOEBpEeMEHHO Ja yBenomu M3 u H30K.
5. TvproseusT Ha €1po € 3aB/DKEH J]a TPAHCIIOPTHPA, AOCTaBA U ChXpaHABAa BAKCHMHH B CPOKA UM Ha
TOJHOCT M TPH CMa3BaHe HAa H3HMCKBAHHATA, CBBP3aHH C TEMIEPATYPHH WU IPYTH YCJIOBHS, ITOCOYEHH B
yrBbpaeHara KXIIL
6. B m3nbnHenne Ha Hauuonannara mporpama, OILJI mpuiaraT BakCMHATa Ha JIMIIATa, TOMAjally B
uejeBara rpyrna 3a HMyHH3alHH, [T0OCOYEHa B Iporpamara - MmoMudera Ha 10 mo 13-rogummna BB3pacT —
OCHOBHA IIeJIEBa IPyMa 3a MMyHM3allks Ype3 Mpuiiarade Ha Ase fo3u UIIB BakcuHa ¢ 6-MeceyeH HHTepBal
MexIy npuemure. OCHOBHATA IieJieBa Ipyma 3a HMYHHU3AIUs ca MOMUYETAaTa MpeAH 3ar04YBaHeTO Ha I10JIOB
JKHBOT — LleJITa € 06pa3syBaHHTe NIOCTBAKCHHATHHM aHTHTENa a TH TPeAnassT oT onkoreHHa YIIB uHbexuus,
KaTo MPEAOTBPATAT HABJIN3aHETO HA BUPYCa B KJIETKUTE Ha LIEPBUKATHUSA SITHTEL.

HanmnoHanHaTta 30paBHOOCHTYPHUTEIHA Kaca He 3aluUlallla MMYHOJOTHYHHS JIEKapCTBEH MPOAYKT B
CJTy4auTe, KOraro:
1. JIEKapCTBEHHTE NPOIYKTH ca JocTaBeHH B amOynatopuu 3a [IMMII, Ho He ca npHIOXKeHH;
2. JIEKAPCTBEHUTE TPOAYKTH Ca NPUIOKEHH H/WIM OTYESTEHH 10 Ha4HMH, HECHOTBETCTBAIL Ha KpaTKara
XapaKTepHCTHKA Ha JIEKapCTBEHHUTE NMPOLYKTH, U3MCKBaHUATA Ha HanmonanHata mporpama, YkazaHusTa 1o
Haumonannara nporpama u Mexanusma no Hannonanxara nporpama.

Ipu HeoGxomuMoCT OT MHpOPMaLHMS U ChAEHCTBHE 3aHHTEPECOBAaHHTE JIMIIA MOTaT Jia ce oOpbILaT
KBM CBOMTE OOIONPAKTHKYBAIIM JIeKapH, KaKToO U [ia U3MONI3BAT CJIEIHHTE JaHHH 32 KOHTAKT:

1. YnbJIHOMOIIEH NPeICTABHTEI HAa MPHTeXKATeJIA Ha paspemenuneTo 3a ynorpe6a Merck Sharp
& Dohme B.V., Hugepaanaus - ,Mepk llapn u Joym Boarapus* EOO/;:
- Tenedon 02/819 3737,

- enekTpoHeH aapec: info-msdbg@merck.com.

2. Tbprosen Ha eapo — ,,Crunr® AJl:

- Hanmonanen renedos (3a Beuuku ob6mactu): 0700 20286;

- Hauwonanen renedon (camo 3a abonaru Ha BuBakom/BTK): 0800 11511;

- Enextponen anpec: office.sofia@stingpharma.com.

Undopmaims otHocHo HarmoHnanHata nporpama 3a MbpBHYHA NpPOQMIAKTHKA Ha paka Ha
MaTroyHaTa muika B Perry6nuka bearapus 2021 — 2024 r.
https://www.mh.government.bg/bg/politiki/programi/aktualni-programi/






