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i (o)
OBIONPAKTUKYBAIIUTE JIEKAPH,
PABOTEIM B W3OBJIHEHHUE HA
CKJIOYEH C H3O0K JOTOBOP 3A
OKA3BAHE HA IUMII

HHPOPMALIUA

o 4. 30 ot Hapeoba Ne 10 om 2009 2. 3a ycrosuama, peoa, mexanusma u Kpumepuume
3a 3anrawane om Hayuoumannama 30pasHoocucypumenHa Kaca Ha 1eKapCcmeeHu npooyKmu,
MeOUYUHCKU U30enus U Ha OUemuyHU XpaHu 3a CNeyudinu MeOUYUHCKU yeiu U HA NOMOWHU
cpedcmaa, npucnocodenus, CbOPbAUCEHUS U MEOUYUHCKU U30enusi 3 Xopama C Y8PeiCOaHus,
00208apsine HaA OMCMBAKU U 8b3CMAHO66AHe HA NpeuuleHume cpedcmea npu npuiazane Ha
MexaHuzvMm, 2apanmupauy npedsuouMocm u ycmouuueocm na o6roxcema na H30OK, cebp3aHa ¢
OCHUTYpsSIBAHE Ha MPOTHBOTPUIIHM BaKCHHU B W3IMBbJIIHEHHEe Ha Hamumonamnata mporpama 3a
no100psiBaHe Ha BaKCHHOMPOQUIAKTHKATa Ha ce30HHUS rpun 2019-2022r., npuera ¢ Pemenue
Ne 6 or 10 suyapu 2019r. ma Munucrepckus cbBeT Ha PenyOnuka bbarapus, 3a
BaKCHUHALMOHHHUA ce30H 2022/2023 r.

BbB Bpb3Ka Cc ocurypsiBaHe Ha JOCTBI JO MPOTHBOTPUIIHM BAaKCMHU B HU3IIBJIHEHUE Ha
Hayuonannama npocpama 3a nodobpsasane HA 8aKCUHONPODUIAKMUKAMA HA CE30HHUS 2PUN
2019-20222., npuera ¢ Pemenune Ne 6 ot 10 stHyapu 2019r. Ha MUHUCTEPCKHS CHBET Ha
Peny6nuka bearapus (Hamuonanna nporpama), kosto H30K anmunuctpupa, Bu ysenomssame
CJIEAHOTO:

B usnbinenue Ha un.45, an.13 u 22 ot 3akoHa 3a 34paBHOTO OCUTYPsIBaHE, 3a IIPUJIaraHe
Ha Haumonannara mnporpama mnpe3 BakcHMHaUMOHHMS ce3oH 2022/2023 1., Hammonannara
3/IpaBHOOCUTYPUTEIHA Kaca MPOBEAE 3aAbDKUTEIHO LEHTPAIU3UPAHO JOTOBapsiHE HA OTCTBIIKH,
B pe3yJTaT Ha KoeTo Oe cximodeH goroBop mexay H3OK, mpurtexarens Ha pa3pemieHUeTo 3a
ynotpeda Canodu [Tacteop C.A., upe3 HeroBus ymbiaHomolleH npeacrasuren Cyukc buodapma
EOO/] m mpurexarens Ha pa3pelIEHUETO 3a THPrOBUS HA €IpO C JEKAPCTBEHH NPOILYKTH
,»Ctuar AJl. JroBopsT e ¢ mpenmer npenocraBsHe Ha H30OK Ha oTcThnku oT 1ieHata Ha
MMYHOJIOTMYHUS JIEKapCTBEH MPOJYKT - MPOPUIaKTUYHA TPUITHA BaKCHHA, TIOCOYEH B TabyuiaTa
[0-710]1y, C KOSITO Ipe3 BaKCUHAIMOHHUS ce30H 2022/2023 r. mie ce ocurypsiBa U3IbIHEHUETO Ha
Hanmonannara nporpama:



HaumeHnosanue

MexayHapOAHO HENATCHTHO Ha TekapcTaeHa Kommuectso MKE
HaHMEHOBAHH HUMYHOJIOTHIHHS Ha aKTHBHOT!
s anMEHOBaHHE 0J10 Q)gMa a aK 010 o

A 1 INN/ JIeKapCTBEH P BEIIECTBO A

HPOYKT

ATC

Susp. for inj. in pre-
VaxigripTetra filled syr.0,5 ml with
attached needle x 10

influenza, inactivated, split virus or
surface antigen

15 mcg/0.5

JO7BB02
ml

n/a

Ha 30.09.2022 r. nputexatens Ha paspemnieHueTo 3a ynorpeda Canodu Ilacteop C.A.,
ype3 HeroBusi ymbiaHoMomleH npenacrasuren Cyukc buogpapma EOO/] e yBemomun H3O0K, ue
JIOTOBOPEHOTO MHUHUMAJIHO KOJHMYECTBO 03M OT BakcuHaTta VaxigripTetra 3a Hyxaure Ha
Hanumonannata nporpama e BHeceHO B PenyOnuka bbiarapus m € HajaM4HO B CKJIAJJOBETE HA
thproena Ha eapo (TE) ,,Ctunr” AJl. JlocTtaBeHHMTe KOJIHMYEeCTBA ca C mapTHacH No
WA4A09(maptunen Homep Bepxy onakoBkata W4A093V). CpokbT Ha TOJHOCT Ha BAKCUHUTE €
110 30.06.2023 r. ¥ CHIIUTE C€ IOCTaBSAT Ha BCUYKU J10roBOpHU naptHbopu — OIJI, ¢ geiictBamniu
norosopu ¢ H30K u 3asBunu ydactue B mporpamara ypes3 MOJAaJIeHd KbM ThProBela Ha epo
3a[1aICHU 3asIBKU.

B n3nbianenune na Hanmonannara nporpama, OIJI cneaBa fa npuiaraT BakCHHaTa:

- caMO Ha JIMIa, TMOMAJally B IeJieBaTa rpyla 3a UMYHHU3AlMU CPEIly CE30HEH TpHIL,
IIOCOYEHA B [IporpaMara — Juila Ha Bb3pacT Ha U Haja 65 roJuHu;

- caMO B paMKHUTE Ha BaKCHHAIMOHHKS ce30H 2022/2023 1. (01.10.2022 1. — 31.12.2022 1.);

- B cporBercTBUe c Kparkara xapakrepuctuka Ha JekapcTBeHus npoaykt (KXII),
u3ucKkBaHusATa Ha HanumoHanmHata nporpamMa M YKasaHUATa OTHOCHO pela 3a IpeANuCBaHe,
OTUMTAHE U 3aIUIall[aHE Ha BAaKCUHUTE CpEIly CE30HHHS T'PHUIl, OCUTYpsIBAIlXd U3IIBJIHEHUETO Ha
Hammonannata mporpama 3a mogoOpsiBaHe Ha BaKCHHONPO(HIAKTUKATa HA CE30HHUS TPUI
2019-2022r. (,,Ykazanmus mno Hamumonamnata mnporpama”, yTBBPACHH OT MHUHHUCTHpPAa Ha
3npaBeonasBaHero Ha PenyOnuka bearapus u ynpaButens Ha H30K u  nyOnukyBaHu u Ha
uHTepHeT cTpanunara Ha H30K, https://www.nhif.bg/page/29).

BakcunuTe ciesBa Jia ca IOCTAaBeHU ¢ HEHAPYIIIEHA ISUIOCT Ha omakoBkara (chabpikaria 10
7034 OT BakcuHara) oT Thproseia Ha eapo TE wa OILI ot jeyeOHM 3aBeCHUS 3a MbPBUYHA
n3BbHOOMHUYHA MeauimHcka oMol ([TMMIT), ckmrounnu noroBopu ¢ H30K 3a oka3Bane Ha
TO3U BUJ MEAUIMHCKA MOMOLI Ha ocHoBaHue wi. 59, an. 1 ot 330, KaTo NOCTaBAHETO €
U3BBPIICHO ChC CHOTBETHU IIPUEMO-TIPEAABATETHHU MPOTOKOJIH.

Cowraacuo un. 7 (1) ot lorosopa ,,T'bproBenbT Ha e1po ce 3aAbJKaBa, B 7-THEBEH CPOK OT
IIPUEMAaHETO Ha BAaKCUHUTE B cKianoBaTa cu 0asza ot [IPY/VII, na ru nocras 3a cBosi cMeTKa J10
neuebHuTe 3aBeaeHus 3a [IMMMII B konudecTBa, 3asiBEHH OT CHOTBETHUTE OOIIOMPAKTHKYBAIIN
JeKapH, paboTelIt B TSIX, B paMKHUTE Ha MoixydeHuTe koandectna. [Ipu nonyuasane ot [IPY/VII
Ha MMO-MaJKH KOJMYECTBAa OT 3asiBEHHUTE OT JieueOHHUTE 3aBelCHUs, MOCIEAHUTE Ce HaMassBar
nponopunonanHo. TE nocraBs BakcMHaTa B ONAKOBKM C HEHapyLIeHa ISUIOCT, ChIbpskamu 10
(tecet) Oposi EAMHUYHU JT03U.

(2) TE ce 3ampmxaBa /1a 1O0CTaBsi BAKCHHU, KOUTO Ca B CPOK HA TOAHOCT, KOWTO U3THYA HE
MO-PaHo OT KPaHMS CPOK Ha BAKCUHALIMOHHUS TTEPUOI.

(3) 3a Bcaka m3BwpiieHa goctaBka TE cheraBs mpuemo-nipenaBareneH npotokon (ITITIT)
mexay Hero u Beceku OILJI ot neueGHO 3aBeneHue 3a [IMMII, koiiTo 11e MOCTaBs BAKCHHUTE Ha
JunaTa OT leneBara rpymna, nocoueHa B Hanmonannara mporpamMa, BKJIIOUYEHH B IMallMEHTCKaTa
My JiicTa. B npueMo-nipeiaBaTeIHUST MPOTOKOJI C€ OMKUCBAT:

1. JTaTa Ha JOCTaBKaTa,


https://www.nhif.bg/page/29

2. KOJI Ha ThProBeIa Ha €Ip0, U3BBPIIIII JOCTABKATA;

3. MSICTO Ha JIOCTaBKaTa — IOCOYBAT CE€ JAHHU 32 CHOTBETHOTO JIEYEOHO 3aBEACHHE —
HaMMEHOBaHHMeE U ajipec Ha amOynartopusirta 3a [IMMII; perucrpanmonen Homep B P1[3/P3U;

4. VUH na OILJI, xo#To 11 IT0CTaBs BAKCHHUTE;

5. Tpute umeHa Ha OI1JI, koiTo 11e mocTaBsi BAKCUHUTE;

6. H3O0K kox Ha mocraBsiHaTa BakCHHA, ChIAbP KAl KOJ HA UMYHOJOTUYHHUS JIEKAPCTBEH
MPOIYKT U KOJ Ha ThProBell Ha €/Ipo;

7. HAaWMEHOBAHHE HA JIOCTaBeHATa MPOo(HIaKTUYHA TPUITHA BAKCUHA, KOJIMYECTBO OMAKOBKH
1 Opoil eTMHUYHU J03H;

8. MapTUAHU HOMEpa Ha JOCTABEHUTE BAaKCUHH,

9. CPOK Ha TOAHOCT Ha JOCTAaBEHUTE BAaKCUHHU.

10.  3agpmxenue Ha OIU nma Bepuar Ha TE B cpox go 01.03.2023r. mocraBeHute, HO
HENPUIIOKEHU KOJIMYEeCTBa OT BaKCHUHATA.

(4) ITIporokoasT ce moanucea B 2 (1Ba) ek3zemMiuisipa — o eaut 3a OIJT u 3a TE.

(5) Ilpu Bpemiane Ha BakcuHm oT OIIJl Ha TE, ce cbcTaBs ABYCTpaHEH MpHUEMO-
npeaBaTeIeH MPOTOKOJ 32 BBPHATOTO KOJMYECTBO BAKCHMHH C MOCOYBAHE HA MAPTUAHUTE UM
HOMeEpa.

(6) B ciryuait Ha ipexBBPIISIHE HA ONPEEICHO KonuecTBO BakcuHu oT eaud OIJI Ha apyr,
ce ChCTaBs mpueMo-TpenaBateneH nporokon mexay TE u mepBus OILI, B koiiTo ce mocoysa
BBPHATOTO KOJMYECTBO BAaKCHHU C MIOCOYBAHE HA MAPTUIHUTE UM HOMEpPA, U €AHOBPEMEHHO C
TOBa - MpHeMo-TipeaaBateneH mnporokon mexay TE u Bropust OIUI ¢ momyyeHOTO KOIWYEeCTBO
BaKCHMHH C TIOCOYBAHE HA MAPTHIHUTE UM HOMEpA.

ITpunoxennrte BakcuHu ciensa na ce oruuraT ot OIIJI B cboTBeTCTBUE € pena 3a OTUMTAHE Ha
u3BbpiieHu ot OIUJI umyHuzanuu, pernamenTupad B Ykasanus no Hamponannara nporpama.

[lo Texym BBOPOCHM M BB3HUKHAIU MPOOJIEMHU, CBBP3aHU C IPOTHUBOTPHUIIHATA BAKCHHA,
OIJI morar 11a ce obakmar Ha:

1. 3a 1PV, pecn Herosus YII:
JIuue 3a xontakT Ilerpanka JKekoBa , Tenedon: +359 2 4942 480, enekTpoHeH ajapec:
bulgaria.info@swixxbiopharma.com

2. 3a TE Ctunr A/I:
tenedon: 080020140 — Ge3maTHA TUHUS.
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