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METOIHUKA

32 10TOBapSHE HA ocHoBaHHe W1.45, a1.13 o1 330 Ha OTCTBIKH OT LEHATA HA

HWHDHOTH'-IHH JIEKAPCTBEHH NPOAYKTH - BAKCHHH 32 HMYHH3ALHH CPelly YOBeIIKH

H

nanuiomer Bupyc (UIIB/HPV), ocurypsiBanu no
PLHOHATHA NIPOrpaMa 3a MPBHYHA NPOQHIAKTHKA HA PaKa HA MATOYHATA MUiiKa B
Peny6anka Bearapus 2012 - 2016 1.
EB-Ho-0%~ T2 ot 0F.
(Tpuera ¢ Pemenne Ne ................. 2012r. Ha Hagsopnas cuBer na H30K)

Un. 1. (1) C tasu MeToIMKA Ce ONpPENeNIaT YCIOBHATA H Pefia 3a HOroBapsHe Ha OCHOBAHHE
wr.45, g1.13 ot 330 3a cHOTBETHATA KA/eHIapHA TOMHA Ha OTCTHIKH OT [[eHATA HA BAKCHHHTE 33
HMYHH3AIUH cpewly 4YoBemkd namuiaomed supyc (UIIB/HPV), ocurypssamu mo Haumonansa
mporpaya 3a mbpBHYHA NPOQUIAKTHKA HA paka Ha MaTouHaTa mmiika B PemyGrmxa Brirapus

2012 -
CBBET Hj
Q@

P016 r., npuera ¢ Permennue, otpaseno B mpotokon Ne29 ot 25.07.2012r. Ha MunucTepcky
@ PerryGmika Beirapus.
Harmonannara 3IpaBHOOCHIYPHUTE/IHA Kaca 3aruiama Halrb/IHO CTOfKHOCTl'ﬁ, TIOITy4YeHa B

PE3YNT4T Ha HaMalleHaTa ¢ JOTOBOPEHHUTE OTCTHIIKU IIEHA Ha BAKCHHHTE 3a HMYHH3allUU Cpemry

YITB/HP

1.
roIHHa
pasxox
3a ompe

2.

Vs

B PaMKHTe Ha CPEICTBATa, IPEJBH/ICHH B 3aKoHa 3a Glomkera Ha H30K 3a croteeTHara
Karo TpaHc(epu OT MHHHCTEPCTBOTO Ha 3[pABEONA3BAHETO 3a (HHAHCHDAHE HA
T€ 33 BAKCHHH 110 HAMOHATHY IPOrpaMH 3a IpodHIaKTHKA Ha PaK Ha MAaTOYHATA IIHifKa
AlerieHa onyanus mo wi. 82, an. 2, T. 3 o 3akoHa 3a 371paBeTo.

a OIlperieNiena oMy Ialks, T0COYeHa B HallHOHAIHATA IPOrpaMa 1o an. 1.

Un2 (1) Moroeapsrero mo wi.l, an.l ce uspbpmsa mexay H30K u mputexarenute Ha

pasper
YIBJIHO|

@
pedepe
q1.262,

EHHATA 32 yTOTpeGa Ha BAaKCHHHTE 3a MMyHu3auu# cpemry YIIB/HPV w/umm ¢ Texmu
MOIUEHY NPENCTABHTEIH.

Jloroeapst ce OTCTBIKA OT LEHAaTa (CTOMHOCTTA) 3a ONAKOBKA, W3YHCIEHA Ha Gasa
HTHA CTOHHOCT M mOCoueHa B mpuioxeHHe Ne3 Ha [03MTHBHHS JIEKAPCTBEH CITHCHK TIO
1.5 0T 3aKoHa 3a IeKapCTBEHUTE MPOIYKTH B XyMaHHaTa MeuuuHa (3JIIIXM).

Yn3 (1) HaunonanHarta 31paBHOOCHTYDHTENHA Kaca H3BBPIIBA JOTOBAPAHETO 10 wi.l, an.l

exeroz
@
or 10-

0 0T 1-Bu ma 31-BY SHYapU Ha CHOTBETHATA KAJISHIADHA TOHEA.
3a norosapssero H30K ornpass nokasa 1o ofpaser — npuioxerue Nel, He 10-KbCHO
(1 AHYapu 10 NPUTEXATEIHTE HA PaspeINeHHATa 3a YHOTpeGa HIH [0 TEXHUTE

YITBIHOMOIIECHH NPEACTABUTEIH.

@3

B

Tokanara CeABpIKA:

. fIIpecaTHTe Ha IOTOBAPAHETO;

. HanMEHOBAHNE HA CHOTBETHATA BaKCHHA, 00EKT Ha 0TOBAPAHETO;
. £POK ¥ MACTO 3a T0aBaHe Ha TIPEAVIOKEHUATA,

.gapec, Teﬂeﬂ:}oﬂ, (bﬂ.KC, EIEKTPOHCH anpec U JIMLE 3a BPH3Ka.
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ynoTpeba/ YHBIHOMOINSH NDENCTABUTEN) NpPENCTaBs B LESNOBOLCTBOTO

3areya:
1
2
3

4
KOHTO/K¢

Tloxarata ce ImyGauxyBa Ha HHTEPHET CTPAHHUNATA Ha T
KM noxanaTa ce npuiara o6 OTOBOP — TIpF

. 4. (1) B cpoxka, mocodeH B MoOKaHaTa, KAaHMUAATHT (IPATEH

aTeNl Ha Pa3pEINeHHETO 3a
1TV ma H3OK, B

aH HeMPO3PadeH IUTHK C HeHapyINeHa IAI0CT, CIETHATE JOKYMEHTH:

Tpe/TIoKEHHE 110 00paset CHIIIacHO NpriokeHne Ne3;

[TOKYMEHT/H, yIOCTOBEPSBALIH IIPEACTABHTE/HATA BIACT Ha KaHIHIATa;

TIBIHOMOIITHO 32 Y9acTHE B JIOTOBApAHETO - B CIy4aHTe Ha YIIBIHOMOIIABAHE;
TPUTEXATEN/H Ha paspelleHHe 3a THProBHA Ha €IP0 C JIEKApCTBEHH IIPONYKTH,

OHTO Pa3NPOCTPAHABA/T CHOTBETHATA BAKCHHA.

(2) Bepxy mmika crreia fa e oCOYeH MOJATENAT U aapec 3@ KOPECTIOHAEHIHA.
(3) B nenosoxctBoTo Ha 1Y Ha H30K He ce mpremaT MpeoKeHUs, KOUTO ca MOAajeH:

ClIel HBTHYAHETO Ha Kpaﬁmm CPOK HIIH Ca MPEACTaBEHHU B He3anedaraH, IpO3padyeH HJIH IUIHK C
HapyIugHa IAI0CT.

Y. 5. (1) 3a mpoBexnare Ha gorosapsHe, ynpasutensT Ha H30K HasHauasa cbe 3amosen

KOMHCHA oT cimykutemu B H30K.

—~

‘) B cheraBa Ha KomucHsATa 3aABJDKUTENIHO C€ BKIIIOYBA npa.socnoc06en FOpUCT, MarucCThp-

(apMaleBT/H B MKOHOMWCT/W. B 3amloBe;Ta Ce ONpENeNAT Npeicenarel Ha KOMHCHATA H
CBOTBETHH PE3€PBHH WIECHOBE.

(3) 3anoenra Ha ynpasutens va H30K 3a HasHauaBaHe Ha KOMHCHATA TI0 atl. 1, ce H3maBa

creqt myGMIEKyBaHe Ha [I0KAHATA [0 9. 3.
Un. 6. 3a cBOATa paGoTa KOMHCHATA H3TOTBS [IPOTOKOJIH, PELICHNUS ¥ IIPOSKTH Ha JOTOBOPH.
Y. 7. (1) Komucrsra u3BbpIIBa IpoBepKa Ha MOAAACHATE JOKYMEHTH 1o wi. 4, am. | 3a
CBOTBE[CTBAETO UM C YTBBPACHATA JOKYMEHTAIHS, KATO HMa IIPaBO [a IOMCKA OT KaHIUJaTa B 3-
[HEBCH| CPOK /12 OTCTPAHH HEPEeTOBHOCTH H/WJH Ja IPEIOCTaBH JOIBIHATENIHA HH(POPMAIHA KbM
TIONIANIeHHTE JOKYMEHTH.

@

Komucusta He NpHeMa MNPEIIOKCHHA, KOHTO HE OTroBapAT Ha H3HUCKBAHHUATA,

ONpEJIefieRH ¢ yTBBPJEHATa NOKYMEHTAlHs, KAKTO M KAaHTMJATHTE, KOHTO HE Ca OTCTPAHMHIH
HEPEOBHOCTHTE H/HITH HE Ca PEJOCTABHIN JOMbIHATEHATA HEQOPMALHS B ONPE/IENIEHUS CPOK.

Y. 8. (1) KomucusTa pasriexzia Npe/UIOKeHHsATa Ha yYaCTHHIHTE 33 OTCTBIKH OT LeHaTa
Ha BaKQHHHTE 32 HMyHHu3auuy cperny YIIB/HPV. Ilpencenarenar u fBaMa wieHOBE Ha KOMHCHATA
Ce NOANHUCBAT BBPXY BCAKA CTPAHHIIA OT PE/ITOKEHHETO.

@

Komucmsara mo cBos NOpENeHKa MOXKE [a IOKaHH KﬁHﬂYIZIaT/HTC Ja mojanmar HOBH

TIPE/UIOJKEHHS.

Uit 9. (1) Komucusta ¢ pemenne o0sBsiBa pe3y/ITaTHTe OT IPOBEACHOTO JOTOBApSHE, KATO
TOcoYBA:

1. pasmepa Ha TOTOBOPEHHTE OTCTHIKH;

2. PTOHHOCTTa, MOJydeHa B PE3YNTAT HA HAMaleHaTa C JOTOBOpEHATAa OTCTBIKA LeHA Ha

2

BCJAKA OT BAKCHHHTE 3a MMyHm3armu cpemy YIIB/HPV, xosto croitmoct H30K me
3amama.
Komucusara npeacrass Ha ynpasutens Ha H30K pemmenrero no an. | u mpoexTute Ha

JIOrOBOPH B Cpok 110 20 siHyapH.

a

Vnpasurenat a H30K Bracs pemenuero no a1 Ha 3acenanne Ha Han3opHus cueer Ha

H3OK Ba onoGpsiBane 3a Beska oT BakcuHuTe cpemry YIIB/HPV Ha: pasmepa Ha JOTOBopeHaTa

OTCTBII
4
0z106p!

4 U CTOHHOCTTA, IIOTydYeHa B Pe3y/ITaT Ha HAMaIEeHaTa C JOrOBOPEHaTa OTCTHIIKA eHa.
B cmyuait, 9e 3a ganeHa Baxcura cpemty UIIB/HPV Hapsopust cweer Ha H30K mHe
napaMeTpuTe 10 an.3, KomucuaTa oTnpaes HOBa II0KAHa O CHOTBETHHS [PHTEXATeN Ha

Pa3peICHAETO 32 ynoTpeba WM 10 HEroBUs YIBIHOMOIICH NPEICTABHTEN. B Te3d ciydan ce
TPUIIArg OTHOBO NPOLEAYPATA M0 HACTOAIIATA METOTHKA.

L
38 BakK
npuTeX

. 10. (1) Cren onoGpsiBase ot Hansoprus cpset Ha H30K Ha napametpute 1o wr.9, an.3
uHa cpemry UITB/HPV, ympasutenst sa H30K cxmodsa DOrOBOp CBC CHOTBETHHS
aTesl Ha paspeiueHue 3a yno*rpeﬁa W/HTH HETOBUS YOBITHOMOINCH NPESACTABHTEI H C

[
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. IOTOBODEHATA OTCTHIKA OT LIEHATA HA CBOTBETHATA BAKCHHAE H CT TTa, K02T0 H30K
I0¢ 3afaria B pe3y/ITaT #a JOTOBOPEHaTa OTCTHIIKA 33 CHOTBETHATA KaleHIapHa TOHEA;
2 ycrmoBuSTa ¥ peNsT 3@ pA3NpOCTPAHEHWE ¥ JOCTABSHE HA BAakCHHaTa [0
ofmonpakTHKyBaIMuTe JIekapd OT JIe4eOHWTE 3aBENeHHS 32 NBPBUYHA H3IBBHOONHWYHA
MEIUIEHECKA TOMOLI;
3\ YCTIOBHATA  PEMIBT, 110 KOUTO C€ IPELOCTABS HEYOPMALIHS MEKIY CTPAHHTE;
4. ycnoBmata W pensT 3a 3amwiamade oT H30K ma mumero/munara mo wid, anl, T.4 Ha
CTOHHQCTT, TOJly4eHa B Pe3yNTaT Ha JOTOBOPEHATE OTCTHIIKY OT [ICHATA Ha BAKCHHUTE;
5| IpyTH ycioBHs.

(2) Horosopurte 1o anl. 1 ce CKIIOYBAT 3a CPOK OT e/Ha FOJ¥HA H BIM3aT B CHIIA OT JaTata Ha
TOANHCBAHETO MM HIIH OT APYyTa OIpedeNeHa OT CTPAHUTE JaTa.
Y. 11. (1) oroBopute mo @i.10, a1 ce mpekpatssar:
1} c u3THYaHEe Ha TEXHUA CPOK;
2| c u3THYaHe Ha CPOKA Ha Pa3pElICHHETO 3a ynoTpeba Ha CHOTBETHATa BAaKCHHA, KOTato
CBIIOTO HE € OJHOBEHO;
2| npu mpeKpartsBaHe Ha paspelieHHeTO 3a YIOoTpeda Ha ChOTBETHATA BAKCHHA;
3| npu mpekpaTiBaHe Ha IOPHAMYECKOTO JHIE WIH NPH CMBPT Ha (GU3HYECKOTO JHUE —
TpATeXaTes Ha pa3pelleHue 3a yrnoTpeda;
4] TpH H3KTIOYBAHE HA JEKAPCTBEHMS/Te IPOAYKT/H OT nproxkernne Ne3 na [TJIC;
5! 1O B3aMMHO CBIIIACHE HA CTPAHUTE, H3PA3EHO MHCMEHO;
6| npyru.
(2) TTpu mpomsiHA HA pUTEKATE//ATE HA paspelleHre 3a THPrOBHS Ha PO C IEKAPCTBEHH
TPOAYKTH, CTPaHa MO 0TOBOpA, Ce MOMIHCBA TONBIHHTENHO CIIOpasyMEeHHE 3a H3BBpIICHATA
HOBaIHs.
Ypn.12. (1) HaumoHanHata 31paBHOOCHIYPHTENHA Kaca MyOMHKYBa HA €NEKTPOHHATA CH
CTpaHu{ia HHQOPMAITHS 32 CKIIOYEHHTE OrOBOPH, apPECH Ha IPHTEXATE/IUTE Ha PA3pELIeHUs 3a
YHOTpefa W/HITH YIIBIHOMOIIEHATE MM IPE/ICTABUTEIH, TeTedOHHY HOMepa H JINA 38 KOHTAKT.
(%) Mudopmarmara mo anl ce npexocTaBst Ha XapTHEH HOCHTEN WIIH IO ElEKTPOHEH MbT
pU [IOUCKBAHE OT O6IMONPAKTHKYBALL JEKap.

MPEXOTHH U 3AKTIIOYUTEJIHH PA3IIOPENBHA

§1. (1) CpokoBere, ycTaHOBEHH B Ta3H METOMWKA, CA MHCTPYKTHBHH H MOTaT 1a GbIar
YABIDK4BAHH 110 0GEKTHBHY IPUYHEH.

2) [loropapsmeTo Ha OTCTBIKM OT LEHATA HA BAakKCHHHTE 32 HMYHH3ALUH CpEIIy
‘IHB/H[PV 3a 2012r. ce m3ppmsa B cpok go 01.10.2012r. mpu ycnoBusTa W mO peja Ha
HACTOAMIATA METOIUKA.

(3) CpoxsT Ha HOrOBOpHTE, CKIIOYEHH B Pe3ylITaT Ha JOroBapsHETO mo alLl, e o
31.01.2013r. ITpu HeoGXOMMMOCT K IIPH IIpEJBHIEHH CPEICTBA B 3aK0Ha 3a Giomketa Ha H30K 32
2013r. fa (uHaHCHpaHe HA PAasXONUTE 3 BAKCHHH [0 HALHOHATHH NPOrPaMH 3a MPOGUIAKTHKA
Ha paK|Ha MaTOYHATa WIM¥Ka 3a OmpeneneHa momynanus no @i 82, am 2, T. 3 oT 3akoHa 3a
31paBeTo, CPOKBT Ha JOToBOpa MOXe Ja OBIe yIbkaBaH C HOIIHCAHO MEXIY CTPAHHTE 10
JI0TOBOPa TOTBITHATEIHO CIIOPa3yMEHHUE.

§2. Tpr meoGxomimoct Mertomkata Moxke Ja Oble H3MEHSHA W JIONBIBAHA 1O pefa Ha
TIPUEMEHETO H.

§3. Tasu MeTomMKa Ce H3AaBa BB Bpb3ka ¢ w45, an.1, .15 w am.13 ot 330.
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