3ACEJAHUE HA HA/IB3OPHUSA CBBET HA H30K

08 MAPT 2013 T.
TOYKA OT JHEBHUSA
Ne PE?[ PEILIEHUE
- 1. YTBBpKIaBa akTyalu3WpaHUTE TOAMIIHU MPOTHO3HU 00EMU
PCATIOKCHHUC 33 YIBBPAKIA™ | nejinocTH  chC CHOTBETHATa CTOMHOCT Ha pa3xomure B
BaHC Ha aKkTyalu3aliiTa Ha | [1,yno5eHne KbM HACTOSMIOTO PEIICHHUE.
MECEYHOTO pa3NpeaciiCHUue
HA TONMIIHHTE [IPOrHO3HM 2. VTBBpKIaBa MECEUHO pas3lpeAcsieHHe Ha TOAUIIHATA
0oGeMH M  cTOMHOCTM Ha | IPOTHO3HA CTOMHOCT Ha Pa3sXOIUTE 3a BCAKO JIEUEOHO 3aBEACHUE
3a OONHWUYHA MEIHUIIMHCKA TOMOII HAa TEPUTOPHUSTA HA BCSIKA
pazxoauTe Ha JIeYEOHUTE
sapenenus 3a  Oonuuuna | P3OK B Ilpmnoxkenust or Ne 1 no Ne 28 kbM HacTosmioro
MEIMIIMHCKA IIOMOII, Cb- | PCLICHHUE.
r1acHo Wi. 4, am. 1, T. 2 0T | 3 Bpanara ma VYmpasutens sa H30K na oprammsupa u
3akoHa 32 OKOKETA HA | kouTpoTMpa W3IBIHEHHETO 1O T.1 M T. 2 OT HACTOSLIOTO
H30K 3a 2013 ronuna. penieHue, cbraacHo 3akoHa 3a 6ropkera Ha H30K 3a 2013 1.
1. VTBBpKIaBa NPUIOKEHUTE KbM HACTOSIIOTO PEIICHHE
JTOMBIHUTENTHU 00eMH JIEHHOCTH ChC CHOTBETHATa CTOMHOCT Ha
TIpeioxeHHe 32 KOPEKIHs pasxoaute 3a nbpBo TpuMeceune Ha 2013 r. Ha JI3 na BMII Ha
HA TONMIIHATE TPOTHOSHH teputopusara Ha P3OK Bapna.
obeMu U CTOHHOCTH Ha | 2. YTBBPACHUTE 00EMH JIEHHOCT U CTOMHOCTH HA Pa3XOIUTE Ja
a3xonuTe Ha JieyeOHHWTE | ObJAT pa3yeTeHH B TOAMIIHUS TMPOTHO3EH IUIaH 3a 00eM
1.
3aBeficHUsT 3a OOJHWYHA | IEWHOCT W CTOMHOCT HAa Pa3XOJUTE 3a IbPBO TPUMECEUYHUE B
MeauuuHcka — nomowt B | [Ipunoxkenue ot Ne2 Ha noroBopute ¢ udnbiHurenute Ha bMIIL.
P30K Bapna.

P 3. Bb3nmara na ynpasutens Ha H3OK pa opranmsupa wu
KOHTpOJIUpAa W3IMBIHEHUETO TOo T.1 W T.2 OT HACTOSIIOTO
penieHue.

TIpe/iosKenTe 32 YTRBPKIA- l. VYTBBp)KIaBa NPWIOKEHUTE KBM HACTOSIIOTO pEUICHUE
paHe Ha jombapuTermmy | ACTPIHHTEIHH o0eMu AEMHOCTH ChC CHOTBETHATA CTOMHOCT Ha
FOMMIIHY TIPOTHO3HK OGEMH paszxoauTe 3a JAeHocT Mecel aekemBpu 2012 1.
JIeHHOCT W CTOWHOCTH Ha | 2. YTBbpACHHUTE 00eMHU JIEHHOCT U CTOWHOCTU Ha pa3xoJuTe Ja
pasxoauTe Ha JiedeOHUTE | ObJAT pa3dyeTeHH B TOJUIIHUSA TPOTHO3EH IUIaH 3a o0eM
3aBelleHUsT 3a OOJHHMYHA | IEWHOCT M CTOMHOCT Ha pa3XoJuTe 3a MBPBO TpPHUMECEYUEe B
MeauuuHcka — nomomr B | [Ipunoxkenue ot Ne2 Ha noroBopute ¢ udnbiHutenute Ha bMIIL.
M3IIbJIHEHUE Ha Pelenue Ha
. H30K 3. Bo3nmara na ynpasutens Ha H3OK pa opranmsupa u
aJ30pHUS CHBET Ha
N Ill)l[pH C-04-24/05.03.2013 | KCHTPOIMPA HILIHCHUETO 110 T.] W T.2 OT HacTosAmOTO
o - - - . . v
h pelieHune 3a u3IJallane IeMHOCT OT Mecell aekeMBpu 2012 r. Ha
r.
JI3 3a BMII.
1. VrppxknaBa B [lpunoxenne Ne 1 kbM TOBa pelmieHue
TpeIosKeHme 3a OTIYCKaHe OTIYCKAaHETO Ha JOMBJIHUTEIEH Opoill  crhenuau3upaHu
u f OITBITHHTENeH Y S0 | MEAHLHHCKH nerHoctn (CMJI) u croilHOCT 3a MEIUKO-
P nuarHoctruunu aeitHoctu (MJIJ1) 3a mepBo Tpumeceuune Ha 2013
CHEelUaTU3UpaHd MEIUIINH-
o N roauna no P30OK.
2| CKHU IeHHOCTH M CTOMHOCT 32

MEOUKO-TUarHOCTUYHU Ieii-
HOCTH 32 IIBPBO TPUMECEUHE
Ha 2013 roauna o P30K.

2. I[Ipuernre ¢ Pemenne NoP/[-HC-04-23/05.03.2013 r. mpaBmiia
3a W3MEHEeHWe W JOombJIHeHHe Ha ,llpaBuna 3a pema 3a
ompejieNisHe HAa Opos Ha CICHHATU3UPAHUTE MEIUIIMHCKH
JNEHHOCTH U CTOMHOCTTA HAa MEIMKO-TUATHOCTUYHU JIEHHOCTH 3a
Ha3Ha4YaBaHE OT W3ITBJIHUTEIM HA IIbPBUYHA U CIICIHATU3NPAHA




MequiHcka moMmorr 3a 2013 r.° ga Big3aT B cwiia OT JCHSA Ha
PEIICHUETO.

3. Bp3mara na VYmnpaButens Ha H3OK npa opranusupa u
KOHTpOJIMpAa  HW3MBJIHEHHETO Ha  pa3lpeliejieHUeTo  Ha
opoii/croitnoct CMI/M/IJ] mo P30OK, cerinacHo T. 1 u T.2 oT
HACTOSIIIOTO PEIICHUE.

[IpemtokeHne 3a MeCEUHO
pasnpeziesicHHe Ha MPOrHO3-
HUTE CTOMHOCTH Ha pa3xo-
JUTE 3a 3IPaBHOOCUTYPH-
TEIHU IIAIaHAS o
6romxera Ha H30K 3a 2013

rOIMHA.

1. OnoOpsiBa MECEUHO pasnpe/ieieHUE 3a 3IPaBHOOCUTYPUTEITHU
miamanus o oromkera Ha H30K mo 3akona 3a OmoomkeTra Ha
H3O0K 3a 2013 roauna, cwriacuo Ilpunoxenue Ne 1, koeto e
HepasjeliHa 4acT OT HacTosAmoTo Pemenue.

2. Bbznara na Ynpasurens Ha H30K na yTtBbpam MecedyHo
pasnpeeneHue Ha OFO/DKETHUTE CMETKH 3a
3apaBHoocuryputenuu miamanua Ha [{Y ma H30K u P30OK 3a
2013 roguHa 1 1a KOHTPOJUPA U3IBJIHEHUETO O T. 1.

B3emane Ha pemenue 3a
CKJIFOYBaHE Ha JIOTOBOp IIO
1eIech00pa3HOCT ¢ JieueOHU
3aBeJIcHUsS 3a  OOJHHYHA
MCAUIIMHCKA IIOMO11I,
HEOTrOBapslIx Ha HAKOU OT
CIICI[MATHUTE YCIIOBUS 32
CKJIFOUBaHE Ha JIOTOBOp IIO

[Tpouenypa No 09
,»,/IHTEH3UBHO JIEYEHHUE,
MOHUTOPUHT W WHTEH3UBHU
TPUKHI c MEeXaHUYHa
BEHTHUJIALIHS u/unu
MIAPEHTEPAIHO XpaHEHE" U
[Mporenypa Ne 10 —

,,I/IHTGH3I/IBCH MOHUTOPHHT U

WHTEH3UBHU Tpuxu  0e3
MEXaHU4YHa BEHTUJIALINS
u/unu MapeHTEPaITHO
XpaHeHe".

1. PaspemraBa 1o 1emecho0pa3HOCT J1a €€  CKIIOYar
noroBopu 3a mpoueaypu Ne 9 u Ne 10 ot npuniosxkerue Ne 6 ot
Pemenne na Hamzopuus cwsBer Ha H3OK Ne PJI-HC-04-
8/31.01.2013 r. ¢be caeaHUTE JIeUeOHN 3aBEICHUS:

- Croenuanu3upaHa OOJHMIIA 3a AKTUBHO JIEYEHUE IIO
aKyIIepCTBO M THMHeKosorus ,,Maituun nom™ EAJL, rp.
Codus;

- MpuoronpopunHa OoiHMIIA 33 AKTUBHO JIEYEHUE IIO
HeBpoJorus u ncuxuarpus ,,Ceetu Haym*, rp. Codus;

- Yuusepcutercka Oomauna MBAJI ,,CBetu UBan

Puncku* EAJL, rp. Codus;

- MpmuoronpopunHa OonHUIIA 32 AaKTUBHO JICUEHUE —
bnaroesrpan A/l, rp. biaroesrpapn;

- MpmuoronpopunHa OojgHUIIA 32 AaKTHUBHO JICUEHUE —
[Tazapmxuk A/, rp. I[lazapmxuk.

2. PaspemaBa 1o 1menecho0pa3sHOCT Jla ce CKIIOYar
noroBopi 3a npouenypa Ne 10 ot npunoxenue Ne 6 ot Pemenue
Ha Hamzopuus ceeer Ha H30K Ne P/I-HC-04-8/31.01.2013 .
ChC CIIEHOTO JIe4eOHO 3aBEJICHHUE:!

- CpneumanusupaHa OOJHHMIIA 3a AKTUBHO JIEYEHUE IO
MHOPEKIMO3HN M mapasutHu Oonectu ,[Ipod. Hman
Kupos*, rp. Codusi;

3. 3a crenuanu3upaHa OONHHIIA 32 AKTUBHO JICUYECHHUE I10
nercku oonectu ,,[Ipod. Ban Mutes™ EAJI, rp. Codus ce B3e
pelnieHre na ObJie U3BBPILIEHA MPOBEPKA HA MICTO B JICUEOHOTO
3aBelcHUE, 33 CHOTBETCTBHE HAa HMBOTO HAa KOMIIETCHTHOCT Ha
OAWJL, cbCc cnenualHUTE YCIOBHS 32 CKIIOUYBAHE HAa JIOTOBOP
M0 OTHOIIIEHUE Ha CTPYKTYPHUTE 3BEHA, armapaTypa, 00opyaBaHe
Y CIEIUAJUCTH. 3a pe3ynirara OT U3BbpIIIeHaTa MPOBEPKa Ja ce
noknaasa Ha Hagzopuus ceBet Ha H30K.

Pesynratu ot moroBapsiHETO
Ha ocHoBaHue ui. 45, an. 13
or 330 Ha OTCTBIKH OT
IeHaTa Ha WMYHOJIOTHYHHU
JIEKapCTBEHH TMPOJIYKTH —

l. OpnobOpsiBa pa3Mepa Ha JIOTOBOPEHUTE OTCTBIKU U
CTOMHOCTTa, TOJMy4YeHa B pe3yiaTaT Ha HaMmajeHaTa C
JIOTOBOpEHaTa OTCThIIKA II€Ha Ha BCAKa OT BaKCHHUTE 3a
umyHuzanuu cpemy UYIIB/HPV, kosaro croitnoct H30K e
3aruiana ceriaacHo wi.9, an.l or Meroaukara, KakTo cieBa:




BAaKCMHM 32 HMMYHH3aLUH
Cpellly YOBELIKU ManujioMeH
BHPYC (UIIB/HPV),
OCUTYpSIBaHU o
Hanmonanna mnporpama 3a
I'bPBUYHA MPO(UIAKTHKA HA
paka Ha MaTOYHATa IINHKA B
Peny6nuka bwirapus 2012 —
2016.

1. GLAXO SMITH KLINE BIOLOGICALS S.A,

BELGIUM,

ype3

NI'BJIHOMOIIHUK

Nnnana

MunkoBa IlaynoBa - ynpasurea Ha ,luakco
Cmut Kaaiin“ EOO/L, rp. Codus

Croii-
HOCT Croii-
3a HOCT
Me:xnay- ona- n0J1y'—
napox- Haumeno- IIpurexaren Ilena | woBka, Huso YeHa B
HO Jle- mo wi. | M34H- IIpenna-
BaHHe Ha HA Ha pe3sy.J-
Hemna- KapeT- 261a ciieHa rasHa
JIeKapeT- pa3pernienue- ’ 3amia- TaT Ha
TEHTHO BeHA an.l Ha OKOHYA-
BEHHsI TO 32 aHe npej-
HauMe- R— dopma HoTheda or 0a3a (%) TeJIHA Howe-
HOBaHHUE pony Yy P 3JIIXM pede- OTCTBII- nara
/INN/ PeHT- Ka,JIB orers
Hna nKa
CTOM-
HOCT
Human
Papillo-
mavirus suspentio
vaccine n for
EEYFIZ? injection | GlaxoSmithKI 1,5% 129.96
(ReEom— Cervarix -0.5ml, | ine Biologicals | 131,93 | 131,93 | 100% :
binant pre-filled | S.A., Belgium 1,97 aB. Jesa
thant, syringe +
adjuvant 2 needle
-ted,
adsor-
bed)

2. MERCK SHARP AND DOHME LTD. UK,
npeacrasiasiBano or ,Mepk Ilapn u doym
Bbuarapus“ EOO/L, rp. Codusn

Croii-
HOCT Croii-
3a HOCT,

: ona- noJy-

Mezxnyna Hamn- Lena KOBKA, 4YeHa B
ponHo IIputexatesa | po wi. Huso
MeEHO- H34HC- Mpenna- | pesya-
HEMATEHT | o imre na ary Ha 261a, JIeHa Ha rasHa TAT Ha
HO CTBeHa | pa3spelneHme- an.l 3amia
JeKkap- Ha OKOHYA- | mpen-
HAUMEHO- dopma TO 32 oT nane
CTBeHHST 0a3a TeJIHA J10Ke-
BaHHe ynorpe6a 3JIIX (%)
JINN/ NPOAYKT M pede- OTCTBII- HaTa
peHT- Ka, JB oT-
Ha CThII-
CTOM- Ka
HOCT
(Human
papilloma-
virus
Vaccine
[Types 6,
11, 16, 18]
(Recom- .
binant, Sut?opﬁn
st:orbgg? injection | Merck Sharp 35.37 % 136.77
e Silgard | pre-filled | and Dohme | 211,62 | 211,62 | 100% "
P syringe - Ltd. ,UK 74,85 a. | PR
BaKCHHa 1 1032
cpery (0,5 m)
YOBCUIKH
namnujoMa-
supyc [Tun
6, 11, 16,
18]
(pexoMbu-
HaHTa)

II. Bp3mara na Ynpasurens na H30K na ckmroun goroBopu ¢
munata o T. | cermacuo wi.10 ot Meroanka 3a HoroBapsiHe Ha
ocHoBanne 4in.45, an.13 or 330 Ha OTCTBOKH OT IleHAaTa Ha
WMYHOJIOTHYHU

JIEKapCTBEHH

IIPOJIYKTH

BaKCMHH 34




HMYHHU3aIUs Cpelly 4doBemky nammioMmedn Bupyc (UIIB/HPV),
ocurypsBann mno Hamumonamsa mporpama 3a II'bpBHUYHA
npoduIakTHKa Ha paka Ha MaTo4yHara mwuiika B PermyOnmka
bearapus 2012 - 2016 1.

YT1BbpKIaBaHe HA YKazaHue
[0 TpeANucBaHe, OTIYCKaHe

1. YTBBpKIaBa ,,YKa3zaHusi OTHOCHO pela MO IpelrucBaHe,
OTIyCKaHe M 3aIulalllaHe Ha JIEKapCTBEHUTE TMPOJYKTH Ha
BETEpPaHUTE OT BOMHUTE".

6. | u 3amnamiaHe Ha JeKap-
CTBEHUTE  IpOAyKTHM Ha | 2. Bw3mara Ha VYopasurens Ha H3OK ga  yBenmomu
BETEpPAHUTE OT BOMHUTE. V3MBIHUTENUTE Ha MEIUIIMHCKA IIOMOII] U alTeKH.
1. U3naBa ,,Yka3zanus no npeanucBane, OTIyCKaHe U 3aruiallaHe
Ha JICKAPCTBEHHUTE MPOAYKTH Ha BOCHHOMHBAIMIUTE U
YT1BbpKIaBaHe HA YKazaHue p poayk A
BOEHHOIIOCTPAJaJIUTE OT CIUCHKA 1o wi. 2, ait. 1 ot HapenOa Ne
[0 IpeANnucBaHe, OTIYCKAaHEe
4 ot 19 oxtomBpu 2012 r. 3a pena 3a nojiydyaBaHe U 3aruialiaHe
W 3aljailaHe Ha o JieKap-
7. Ha JIGKAPCTBEHUW TNPOJAYKTH HA  BOCHHOMHBAIUIUTE U
CTBEHUTE  TMPOAYKTH  Ha .
BOEHHOIIOCTpaJaInTe".
BOCHHOUHBAJIUHUTE u
BOCHHOMNIOCTPAJTAIIUTE. 2. Bpanara na Ynpasutens na H30K ga nyonukyBa Yka3zanusara
Ha nuHTepHeT crpanunara Ha H30K.
OnoOpsiBaHe Ha JTOKYMEHTa-
uus  3a  OTKpHBaHe U
MPOBEXKIAHE Ha MPOLEIypa
3a BBb3JIaraHe Ha
8. Otnara B3eMaHETO Ha pelICHHE.
oOmecTBeHa TMOpBYKA 3a
noctaBka Ha 17 Opos neku
aBTOMOOWJIM 32 HYXIUTE Ha
H3O0K.
1. IIpuema IIpaBuia 3a mpoBeXkaaHe HA KOHKYPC 3a 3a€MaHE Ha
IIpuemane na IlpaBuwia 3a | mrexHOCTTA ,,JlupekTop Ha P3OK*.
MPOBEXKIaHE Ha KOHKYPC 3a
9. P A yp 2. Ormens IlpaBuna 3a mpoBeXaaHe HA KOHKYPC 3a 3a€MaHe Ha
3aeMaHe Ha JUTBXHOCTTA «
Tupextop Ha P3OK® JUIbXkHOCTTA ,,JIlnpexkrop Ha P3OK®, npuern ¢ pemenue Ne PJI-
» WIPEKTOP ' HC-04-22 ot 21 maii 2010 rojmsa.
YTBBpKAaBaHE Ha OTYET 3a
H3pasXOIBAHUTC  CPEIACTBA ViBbpiKaaBa oruera Ha Ynpasurens Ha H30K 3a
10, | OT Ympasurens Ha H30K | y3pasxonsanute cpenctsa mpu koManaupoBaHe B CTpaHata 3a
[pH  KOMaHIUPOBAHC B | \iecer ¢epyapu 2013 roauna.
CTpaHarta 3a Mecel|
despyapu 2013 roauna.
11. | Pa3um
Nsmenenusa B ,IlpaBuna 3a
ompeJesiHe Ha TOJUIIHUS
IPOTHO3CH IUIaH 3a 00eM 1. ITpuema nuzmenenus B ,,IIpaBuia 3a onpenensHe Ha TOIUIITHUS
NeHHOCT W CTOWHOCT Ha | IPOTHO3EH IUIaH 3a 00€M JIEWHOCT U CTOMHOCT Ha Pa3sXoIuTe 3a
pasxoguTe 3a  GOIHHMYHA OOTHWYHA  MEIUIIMHCKAa TIOMOI[ KBbM  JIOTOBOPUTE C
MEIUIMHCKA TMOMOI[ KbM | M3IBJIHUTCINTE HA OoimHuYHa MeauimHcKka momorry 3a 2013
JIOTOBOPHTE ¢ | ronuHa®, npuetn ¢ pemenne Ha Hamzopuus ceeer Ne P/I-HC-
11.1. H3ITEIIHATEIIITE na | 04-2/14.01.2013 r., u3MeHEeHH U JONBIHEHU C pPELICHUE Ha

nmomomr 3a 2013 rommHa®,
MpUeTH C pelieHue Ha
Hamzopuuss cwBer Neo PJI-
HC-04-2/14.01.2013 T.,

U3MCHCHU U [OOIIBJIHEHU C

[Ipunoxenuero.

2. Bwpznara nHa VYnopasutens na H3O0K na opranusupa u
OCBUIECTBSIBA U3II'BJIHEHUETO HA T. 1.




pewenne Ha  HamzophHus
ChBET No P/I-HC-04-
25/05.03.2013 r.

11.2.

IIpomsiHa Ha  TBHPrOBCKH
OaHKH, o0ciy>KBaIIu
OIO/DKETHUTE CMETKH Ha
P30OK  byprac, Buaun,
Ho6puu,  Pyce, Crapa
3aropa u lllymen.

1. Bp3nara na Yopasurens Ha H30K na npeanpueme neiictBust
[I0 IpeKpaTsBaHe Ha JIOTOBOPUTE C TBPrOBCKUTE OaHKHU,
obciyxBamum Oromkernute cMetku Ha P30OK byprac, Buaun,
Ho6puy, Pyce, Crapa 3aropa u [llymeH.

2. Bp3nara Ha Ynpasutena Ha H30K na ckmtoun gorosop ¢ Th
,HBecTOaHK AJl, KosiTO 1a 00CITy)Ba OFOJPKETHUTE CMETKHU Ha
P30K byprac, Buaun, J1o6puy, Pyce, Ctapa 3aropa u [llymen.




