3ACEJAHUE HA HA/IBOPHHUSA CBBET HA H30K

05 ®PEBPYAPHU 2015T.

TOYKA OT JIHEBHMS
PE]]

PEHIEHUE

[Ipuemane na Mertoauku
3a OCTOMHOCTSBAaHE M 3a
3aIyIalaHe Ha MeEIMIUH-
CcKaTa TOMOII MO YiI. 55,
ar. 2 or 3akoHa 3a
3IpaBHOTO OCUTYpsIBaHE

1. OnoOpsiBa mpemioxkenute ot ynpasurens Ha H30K meronuku
3a OCTOWHOCTSIBAHE U 32 3aIUIalllaHe Ha MEIUIMHCKATa OMOII 110
. 55, an. 2 or 3akoHa 3a 3ApaBHOTO OCHUTYpsIBaHE, CBIJIACHO
npuinoxkerne Ne 1 HepazenHa 9acT OT HACTOAIIOTO PEIICHHE.

2. B wmerogmkute mo T. 1 nma Obaar oTpa3eHU MPaBHO-
TEXHUYECKUTE KOPEKIUH CHIIACHO CTAHOBHUIIETO HA MHUHHUCTBPA
Ha 37paBeona3Banero, Bx. Ne 04-04-15/02.02.2015 r.

3. Bp3nara Ha ynpasutens Ha H30K na BHece ogoOpenuTe 1o T. 1
METOAMKHU, C OTPA3CHUTE MO T. 2 MPABHO-TEXHUUYECKH KOPEKIIHMH,
Ha OCHOBaHMe 4jl. 55¢, an. 3 oT 3aKoHa 3a 3JpaBHOTO OCUTYpsSIBaHE
ype3 MHUHHCTbpa Ha 3[paBeoOla3BaHETO 3a IMpUEMaHe OT
MuHHCTEpCKU CHBET 3a€AHO ChC CTAHOBHILETO Ha MUHUCTHpA HA
3/IpaBEOIa3BaHETO U MUHUCTHPA HA (DUHAHCHTE.

OtkpuBaHe Ha mpolenypa
3a Bb3JIaraHe Ha
oOIIIeCTBEHAa TMO-phUKa C
MpEeaMET: ,, | CXHIUSCKA
MOJIPBKKA Ha
[Iepconanmsupa-Ha
nH(pOpMaIlMOHHA CHCTEMa
(IT1C) Ha H30K,
BKIJIFOUMTEIHO pa3paboTka
Ha ObAeIH byHK-
IIMOHAJTHOCTH

Toukara ce oTiara 3a PasriacKaadne Ha CjieaABalio 3acCaanuc.

Pesynratu OT
JIOTOBAPSHETO Ha
ocHOBaHme wi. 45, am. 13
or 330 Ha OTCTBIKH OT
[eHaTa Ha MMYHOJIOTUYHU
JIEKapCTBEHH TMPOAYKTH —
BaKCHHH 32 HWMYyHH3AIHH
cpely YOBEIIKH
ManUIOMEH BH-PYC
(UIIB/HPV), ocurypsiBanu
no Hamwonanna mporpama
3a  mbpBUYHA  Tpodu-
JaKTHKa Ha paka Ha
MaToyHaTa  IMIMHAKAa B
PenyOnuka bearapus 2012
—2016T.

1. OJOBPAIABA pa3smepa Ha JOTOBOPEHHUTE OTCTBHIKA U
CTOMHOCTTa, OJTy4eHa B pe3y/TaT Ha HamalleHaTa ¢ JOrOBOpeHaTa
orcThlKa IieHa Ha Cervarix — BakCHHA 3a UMYHHU3AIUS CPEILy
UIIB/HPV, kosTo croitnoct H30K mie 3amnamia ceriacHo wi. 9,
ain. 1 or Meromukara, KakTo CJIeBa:

GLAXO SMITH KLINE BIOLOGICALS S.A, BELGIUM,
ype3 nbJIHOMOIHUK TI-H JKan-Ilmep KcaBue Ilroem -
ynpasurea Ha ,, I makcoCvutKuaain* EOO/I-rp. Codpus

2. HE OJIOBPSBA pa3mepa Ha aoroBopeHaTa OTCThIIKA Ha
BakcuHata Silgard u croifHocTTa, TONMy4YeHa B pe3yiaTaT Ha
HaMaJIeHaTa C JOrOBOpeHaTa OTCThIIKA 1I€Ha, KaKTO ClIe/Ba:

MERCK SHARP AND DOHME LTD. UK, npeacraBiisiBano
or ,Mepk Hlapn u Jloym Bbwarapus“ EOO/-rp. Codus3.
BB3JIATA na Komucusgra Ha ocHoBaHuMe Ha u4i1.9, am4d or
MeTtoaukara fa otnpaBu HoBa nmokana 10 MERCK SHARP AND
DOHME LTD. UK, npencrasisiBano ot ,,Mepk Illapn u [Joym
boearapus“ EOO/-rp. Codus, nputexaren Ha pa3pelieHHeTo 3a
yrnoTpeba Ha BakcuHara Silgard 3a joroBapsiHe Ha OTCTBIIKA OT
1eHara i.




Pa3zuu

4.1

[Ipenucka Ne 311/2014 .
Ha Komucus 3a 3ammura OT
JTUCKPUMUHAIUS

HaI[30pHI/ISIT CBEBCT YIIbJIHOMOIIIaBa MpoucCyajacH NMpEACTaBUTEI U
npeaocTaBsa CTAHOBUIIC 110 IIPCIIMCKATA.

4.2

ITnucmo ot Iletko Kenanon
[Ipencenaren Ha
Kondenepanus 3amura Ha
3npaBero, BX. Ne 15-02-
13/02.02.2015 r.

Touxkara ce oTiara 3a pasricxKaadne Ha CiI€aBallo 3acC€aaHuc.

4.3

[Tucmo ot O3® [osepue
3AJl AJl, W3IbIHUTEICH
JupekTop  a-p  Mwumu
ButkoBa, Bx. Ne HC-12-
00-4/04.02.2015 t.

Toukara ce oTiara 3a PasriIciKaAane Ha CjIieaABaIio 3acCaanuc.




