3ACEJAHUE HA HA/I3OPHUSA CBBET HA H30K
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TOYKA OT JHEBHMUSI
PE]

PEHIEHUE

[Ipemioxenue 3a npuemase
Ha [Ipoekt Ha ,IlpaBumia 3a
pena 3a ONpeneisHE W
W3MEHEHHE HAa CTOWHOCTUTE
Ha JeiiHOCTUTE 32 OOJHUYHA
MEIMIIMHCKA MOMOII KbM
JIOTOBOPHUTE C U3ITBIHUTEIH-
Te Ha OoNHMYHA MeIu-
IIUHCKA ITOMOIIT*

[Ipuema npusioKEeHUTE KbM TOBA pelieHue ,,[IpaBuia 3a pena
3a ompenessiHe U U3MEHEHHE Ha CTOMHOCTUTE HA JCHHOCTHUTE 3a
OOJJHMYHA  MEIUIIMHCKAa TIOMOI] KBbM  JIOTOBOpUTE C
M3IIBIHUTEINTE Ha OONHHYHA MegunuHcka momorr™” 3a 2014
TOJIMHA C HAIlPaBEHUTE KOPEKIIMHW M TPEIJIOKCHHs B XOJa Ha
3aceJaHueTo B Wi. 1, wi. 5 u ui. 8.

[Ipunaranero Ha ,llpaBmma 3a pega 3a omnpencisHe W
W3MEHEHHE Ha CTOMHOCTHUTE Ha JIeHHOCTHTE 3a OOJIHHMYHA
MeauimHcka nomoin 3a 2014 roauHa® 1me ce pasriexia Ha
cienBaino 3acenanue Ha HanzopHus chBerT.

IIpennoxenne 3a
0CBOOOXKIaBaHE Ha CPEJICTBA
oT naparpad A pyru
3IpaBHOOCUTYPHUTEIIHH  TIJIa-
IIaHUA, CBhIVIACHO 3aKoHa
3a Oromkera Ha H30K 3a
2014 romuna 3a (QuHaH-
CUpaHe Ha pa3NpeeICHHETO
Ha CpeJcTBara Mo JACHHOCT
IIMMII u geinoct CHUMII
3a 2014 ronuHa

1. a ce ocBoOOaAT cpeacTBa B pazmep Ha 14 000 xwit. jeBa ot
»JlpyT¥ 3/IpaBHOOCUTYPUTEIHHM IUIAllaHUsl CbIVIacCHO § 8 OT
[IpexoaHu U 3aKTIOYUTETHH pa3nopendon Ha 3akoHa 3a OropKeTa
Ha H30K 3a 2014 rommna“, cwriaacHo Pemenwe Ha
Munuctepcku cbBeT Ne 25 ot 20 simyapu 2014 r. u ga 6baar
yBEJIMYEHHU cpeacTBarta no 3akoHa 3a Oromkera Ha H30K 3a
2014 rogmHa, KaKTO CJe/Ba:

- 32 3JpaBHOOCUTYpUTEIHM IJAlllaHUus 3a [IbpPBUYHA
M3BBHOOIHWYHA MEAMLMHCKA rmomoul B pazMep Ha 1 500 xw.
JIeBa;

- 3a 3JAPaBHOOCUTYPHUTENHU IUIALIaHHS 3a CleNUaTn3upaHa
M3BBHOOJHUYHA MEIUIIMHCKA TomoI B pasmep Ha 12 500 xwui.
TieBa.

2. Bp3nara na ynpasurens Ha H30K na yrBbpau OroxeTHUTE
CMETKM U MeceqHoTo MM pasnpeznenenue no P30K 3a 2014
rOAIMHA, CbOOPA3eHO C YBEJIMYEHUATA HA CpeAcTBara 1o T. 1 oT
HACTOSIIIOTO PELICHUE.

WNndopmanus 3a cpencraara
Ha OT4YeTeHaTa 3a Mecell
nekemBpu 2013 roaguHa
JEHHOCT OT W3II'BJIHUTEIUTE
Ha OOJHMYHA MEIUIIMHCKA
MOMOIIl HAaJl YTBBPJCHUTE
MIPOTHO3HM  CTOMHOCTH C
pemwenne Ha  HanzopHus
ceBeT Ha H30OK Ne PJI-HC-
04-160/13.12.2013 r

1. [Ipuema 3a uHbOpMAIIHS PEICTABEHUTE JAHHH 32 3asBEHUTE
OT NleueOHUTE 3aBEJICHUS CPECTBA 3a 3arlialllaHe Ha OTYeTeHaTa
JIelHocT 3a M. gekemBpu 2013 romuHa B pamMKHTE Ha
YTBBPJICHUTE CTOMHOCTH ¢ pemieHue Ha HamzopHus cwhBer Ne
P/I-HC-04-160/13.12.2013 r., U CTOMHOCTTa Ha JCHHOCTTAa,
U3BBpIICHA OT JieyeOHM 3aBeleHus mnpe3 M.jaekemBpu 2013
TOJINHA HAaJl yTBBPJEHUTE CTOMHOCTH.

2. Jla ObnaT 3amigaTeHd JeHMHOCTHTE OOJHMYHA MEIUIIMHCKA
IIOMOIIl, MPUJIOKEHUTE MEAULUHCKH H3ACIHsS WU JIEKapCTBEHA
Tepanusi TNPH OHKOJOTHYHU 3a00JIIBaHUS, W3BBPIIEHH OT
nedeOHUTE 3aBeneHus mpe3 M. AexkemBpu 2013 romuHa, 4usATO
CTOMHOCT HajJBUIIaBa yTBBpJeHaTa ¢ pemenue Ne PJI-HC-04-
160/13.12.2013 1., ceriuacuo [punoxenue 1u [punoxenne 3.




3. Bwznara nHa ynpasutens Ha H3OK na pasnopenu
U3BBPIIBAHETO HA IPOBEPKM Ha JEWHOCTH M INPHIOKEHH
MEIUIMHCKU u31enus npe3 M. aekemBpu 2013 roauna, umsto
CTOWHOCT HajJBWIIaBa yTBbpJeHaTa ¢ permenue Ne PJ[-HC-04-
160/13.12.2013 1., cprmacHo IIpunoxxenue 2. IIpoBepenute u
YIBBPJIEHH HAIMNPOTHO3HU CTOMHOCTH Ja ObAAT HU3IUIATEHU
3a€JIHO C IUIALAHETO 3a JeiHOoCT M. sHyapu 2014 roguna.

[Ipoekt Ha Hapenba 3a
U3MEHEHHE U JOIIbJIIHEHUE
Ha HAPEJBA Ne 10 ot
24.03.2009 r. 3a ycnoBusara
W pela 3a 3aljallaHe Ha
JIEKapCTBEHU TMPOAYKTH IO
1. 262, ax. 5, 1. 1 or
3akoHa 3a JIEKapCTBEHUTE
NPOAYKTH B  XyMaHHAaTa
MEIWIMHA, Ha MEIUIUHCKU
u3enusT W Ha JUETHYHU
XpaHU 3a CIELHUATHU MEIu-
UMHCKA 1enu (3ari. u3M.
B, 6p.67 ot 2011 1.).

1. Ilpuema npoext Ha Hapenda 3a usMeHeHHe M JOIbJIHEHHE
Ha Hapen6a Ne 10 ot 24.03.2009 r. 3a ycjoBusiTa U peaa 3a
3alulaliaHe Ha JIeKapCTBEeHHM MPOAYKTH MO 4. 262, an. 5, 1. 1
or 3akoHa 3a JieKAPCTBEHUTEe NPOAYKTH B XyMaHHaTa
MeJUIIMHA, HA MEeJUIMHCKH M3/1eJIUsl M HA JMeTHUYHH XPAHH
32 CHeHATHM MeJIMIUHCKH e, ChIUIACHO MPUIIOKEHUETO -
HepaszesiHa 4acT OT TOBa pelICHHUE.

2. Bop3nara Ha ynpasutens Ha H30K na npencraBu npoekra no
T. | Ha MMHHMCTBPA Ha 3[IPaBEONIA3BAHETO.

Pesynratu ot moroBapsiHeTO
Ha ocHoBaHme 4i.45, an.13
or 330 Ha OTCTBIOKH OT
[[eHaTa Ha UMYHOJIOTMYHU
JIEKApCTBEHH TMPOAYKTH -
BaKCMHM 32 HMYHH3allUU
CpeIlly YOBEIIKH MarmuiIOMeH
BUpPYC (UIIB/HPV),
OCHUTYpsIBAaHU 1o
Hammonanna mnporpama 3a
IbpBUYHA MPOPUTAKTUKA HA
paka Ha MaTOYHATa IIHUKKa B
PenyOnuka boarapus 2012 -
2016 .

l. OpoOpsiBa pa3Mepa Ha JIOTOBOPEHUTE OTCTBIKU U
CTOMHOCTTa, IIOJy4e€Ha B pe3ylaTaT Ha HaMmajeHaTa C
JIOrOBOpEHaTa OTCThIKA IIEHA Ha BCSKAa OT BaKCHHUTE 3a
umynuzaun cpeuary YIIB/HPV, kosito croitnoct H30K mie
3aruiama ceriaacHo wi. 9, an. 1 or Meroaukara, KakTo clie/iBa:

1. GLAXO SMITH KLINE BIOLOGICALS S.A,

BELGIUM, ype3 nbJHoMoOmHUK  HMiamaHa
MunkoBa ITaynoBa - ynpaBuTea HA
wlmakcoCmurKnaitn“ EOO/-rp. Copus
Gt Croii-
HOCT 32 Hocr,
Mexayna- Iena OIAaKOB- Hu- noay-

poano Haumeno-
HenaTeHT- | BaHHe HA
HO nelcach-
HaMMEHO- BEHHA
BaHHe TPOAYKT
JINN/

Ka,
no w1 BO Ha
H34HC-

261a, 3a-
JIEHA Ha
an.l or e nia-
3JIX mauHe

M o
peHTHa

CTO¥-
HOCT

IpuTtexaren
Ha paspeine-
HHETO 32
ynorpeda

YeHa B
pesyar-
TAT HA
npeio-
JKeHaTa
oTCThI-
Ka

Mpenna
-rana
OKOHYA-
TelHa
OTCTBII-
Ka,J 1B

Jlekapct-
BEHA

¢opma

Human
Papillomavi suspention
rus vaccine for
[Types 16, injection -

18] Cervarix | 0.5ml, pre-
(Recombin filled

ant, syringe + 2
adjuvanted, needle
adsorbed)

GlaxoSmith
Kline
Biologicals
S.A., Belgium

15% | 12006

JieBa

131,93 131,93 | 100%

1,97 asB.

2 MERCK SHARP AND DOHME LTD. UK,
npeacrasiasisano  or  ,Mepk IHapn wu loym
Bbouarapus“ EOO/-rp. Copus

Croii-
HOCT,
noJyye-
HaB
pe3yJ-
TaT HA
npeaio-
JKeHaTa

Croii-
Hena HOCT 32 Hu-
no 4. | ONaKoB- | BO Ha
261a, Ka, 3a-
andlor | wm3ume- nia-
3JIIX JieHa HA | Iame
M 6aza (%)
pede-

Mewxayna-
poaHo Hanmeno-
HelaTenT- BaHHe HA
HO JIeKapeT-
HaAMMEHO- BEHHSA
BaHue TPOAYKT
/INN/

Ipurtexaren
Ha pa3speie-
HHETO 32
ynorpeda

Ipenaa
-raHa
OKOHYA-
TellHa
OTCTBII-

Jlekapct-
BeHa

dopma

Ka,/1B




peHTHa OTCTBII-
CTOji- Ka
HOCT

(Human
papillomavi
rus Vaccine

[Types 6,
11, 16, 18]
(Recombina

nt, suspention
adsorbed)) injection
Ancopbupa prg-fllled and Dohme 211,62 136.77
Ha BaKCHHA syringe - 1 74,85 JieBa
Ltd. ,UK
cpenty no3a (0,5 JB.

YOBEIIKH MIT)
THanuIoMaB

upyc [Tun

6,11, 16,

18]
(pexoMbuHa
HTA)

Merck Sharp 35.37 %

Silgard 211,62 | 100%

II. Bp3nara Ha ynpasurens Ha H30K na cxitoun orosopu ¢
nunara no T. [ ceriaacuo win. 10 or Meroauka 3a 1oropapsine Ha
ocHoBanue 4ia. 45, an. 13 or 330 Ha OTCTBIKHA OT ILiEHATa Ha
MMYHOJIOTHYHU  JICKAPCTBEHH TMPOJIYKTH — BAKCHHU 32
MMYyHH3AIUs cpenly 4doBemnku mnammiomer Bupyc (UIIB/HPV),
ocurypsisand 1o HamumonanHa mporpamMa 3a IbpBUYHA
npoduIakTHKa Ha paka Ha MaTo4yHara mwuiika B PemyOnmka
boarapus 2012 - 2016 1.

6. | Pa3um
[Tucmoto or MuHucTepcTBO Ha (UHAHCUTE € OTHOCHO
ITucMo o1 MUHUMCTEPCTBO HA | oy penne na 3akoHa 3a Glowkera na H30K 3a 2014 r. n
6.1. | dunancure, Bx. Ne 04-06- | jpynarane na wi. 119 or 3akoHa 3a My6/IHYHATE UHAHCH.
6/28.01.14
[Ipuema ce 3a cBenieHue.
1. 3amnamaHeTo Ha CKBIIOCTPYBAllM KOHCYMaTHBH 32
HEBPOXUPYPTUIHO €H/I0BACKYJIapHO JIeYeHUE Ha
3IpaBHOOCUTYPEHH MAalMeHTH, CbhriacHo 4. 2, 1. 4.2.1 ot
sHoroBop Ne P/I-HC-01-4 or 18.12.2013 r. 3a mpuemaHe Ha
obeMu M IeHM Ha MeaulMHCKata momonl 3a 2014 r. mexay
[Ipemnoxenue 3a | H3OK wu BJICY, mo pen 15 ,MeaunuHcku wu3nenus 3a
onobpsisane Ha 9 (zeBeT) | eHJOBACKYyIapHa Tepamus Mpu 3a00NIBaHUS HA MO3bYHH CHJIOBE
Opost ciiydaum 3a 3aruiamiase | (KoisioBe W Jp.)“, a c€ MU3BBPIIM CJie]] OTYUTAHE Ha JIEHHOCTTA
6. | Hd METMUMHCKH M3/ 32 | M TPE/ICTABAHE Ha CHOTBETHHTE (GbUHAHCOBH MOKYMEHTH OT

€HJIOBACKYJIapHa  Tepamus
pu 3200 sIBaHUS Ha
MO3BYHHU CHJI0BE (KOMIJIOBE U

ap.).

JIEYeOHUTE 3aBeleHUS 3a OOJMHMYHA MEIUIMHCKA ITOMOIIL,
noropopHu mapTHbopu Ha H3OK, chrmacHo mpuioxxeHus
CIUCHK C 07100peHn oT Ham3opHwus chBeT MaIllMeHTH, Hepa3aeHa
4acT OT TOBA peIIeHHE.

2. Jla ce w3mpaTH TUCMO JIO0 HAI[MOHATHHUTE KOHCYJITAHTH C
WCKaHE 3a CTAaHOBWINE OTHOCHO BB3MOXKHOCTTa Pa3peUICHHETO
Ha Ham3opHwus chBeT 3a 3aIniamane Ha MEIUIMHCKH U3JCNNS 32
€H/IOBAaCKyJIapHa Teparvs Mpu 3a00JIsIBaHUs Ha MO3BYHH ChJIOBE
(ko¥ioBe | JIp.) J1a € B CUJjIa 10 6 Mecella OT U3/IaBaHETO MY.




