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HH®OPMAIIUA

OTHOCHO OCHIypsiBaHE Ha JOCTDbH A0 3APABHH JeifHOCTH no 4. 82, a2, T. 3 ot 3akoHa 3a 3xpaBeTO
H H3nbJaHeHneT0 Ha Hannonama nporpama 3a npogHJIakTHKA H2 POTABHPYCHHATE
racrpoenTepnTh B Penybsmka buarapus 2022 — 2025 r. (HannonajinaTa nporpama), npuera ¢
Pemenne Ne 455 ot 07 10411 2022 r. 1a Munucrepckns chBer Ha Peny6inka Brarapus

B wmmeniHenwe Ha HamwonanHarta mporpama 3a mnpoHIaKTHKa Ha  POTaBUPYCHHTE
ractpoeHTepuTd B Pemybmuka bwarapus 2022 — 2025 r. (Haumonansara nporpama), npueta ¢ Pemenue
Ne 455 ot 07 romu 2022 r. Ha MunucTepckus cbBeT Ha PemyGnuka buirapus u 3a ocurypsBaHe Ha
JOCTBIT IO 3apaBHHUTE JeWHOCTH Mo 4wi. 82, aj. 2, T. 3 or 3akoHa 3a 3ApaBeTO, HA OCHOBaHME WI. 45, aJl.
13 u an. 22 ot 3akoHa 3a 30paBHOTO OCUTYpABAHE, C LIEJI HEMPEKbCBAEMOCT Ha MpOLIEca M0 OCHI'ypsABAHE
u3baIHeHHueTo Ha HaimonanHara nporpaMa, kM 01.03.2023 r. ca ZoroBopeHH OTCTBIIKM OT LICHAaTa Ha
HMMYHOJIOTHYHH JIEKapcTBeHH mpoaykTd 3a 2023 r. u ca cwmoyeHu xoroBopH, Mexay H3O0K wu
NIpUTEXXATEIUTE Ha paspeLleHHe 3a YoTpeba, KakTo cie/Ba:

MexmayHapoaHO Konugectso MprTexKate
ATC HEMaTeHTHO JlexapcTBeHa Ha PHTEXATEI Ha
pa3pelIeHneTo 3a
KOX HauMeHOBaHHe tdopma aKTUBHOTO oTpeba
/ INN/ BEIIECTBO ynotp
Rota virus, live . Merck Sharp &
JO7BHO02 attenuated Oral solution 2 ml Dohme B.V.
Rota virus, live Oral GlaxoSmithKline
J07BHOI attenuated suspension 1,5ml Biologicals SA

B wusneinenwe Ha Hanwonannata mporpama u cmodeHute aorosopH, H3OK 3ammama
OTYETEHHUTE UMYHOJIOTUYHH JIEKapCTBEHH MPOIYKTH IPH H3ITBJIHEHHE Ha CIIEIHUTE YCIOBHA:
1. BakcuHHUTE cpelily pOTaBHPYCHUTE FACTPOCHTEPHTH Ca JOCTaBEHH OT OMpE/IEICHUs ThproBel Ha
enpo (TE) wHa obwonpaktukyBamure jekapu (OIJI) or neweOHM 3aBeneHus 3a ITbPBAYHA
m3BpHOOMHHYHA MeaunpHcka nomom (ITUMIT), cxmournu goroeopu ¢ H30K 3a okasBaHe Ha TO3M BUI
MEIMLMHCKA TOMOIl Ha OCHOBaHWe Wi 59, am. 1 oT 3akoHa 3a 3]IpaBHOTO OCHrypsiBaHe, KaTo
JIOCTABAHETO € U3BBPLIEHO C JABYCTPaHEH MIPUEMO-TIPEIaBaTEIEH MPOTOKOI.
2. Baxcunute ce mpwiokend W orderens or OIUI or neyeGHure 3apenenus 3a ITMMII B
choTBeTCTBHE ¢ Kparkara XapakrepucTHka Ha JiekapcTBeHuTe npoayktH (KXII); usucksanuira Ha
HaumoHanHaTa nporpama; MexaHu3MbT 3a 3asABABaHE, NOCTaBSIHE, OTYMTAHE U 3alUIallaHe Ha BAKCHHHUTE
Cpelly pOTaBHPYCHH TaCTPOEHTEPHTH W TIPHWIOKEHHETO KM, OCHIYpABalld H3IBJIHCHHETO Ha
HanvoHansaTa nporpama 3a NpoQHIakTHKa Ha POTaBUPYCHHTE racTpoeHTepuTH B Perrybinka brirapus
2022-2025 r. (Mexanussm no HanmoHnanHata nporpaMa) M YKa3aHHsATa OTHOCHO pefla 3a Moy4aBaHe,
NpeanucBaHe, Npriarade, OTYATaHe H 3aIlTalllaHe Ha BAKCHHHMTE CPEeLly pPOTaBUPYCHH racTPOCHTEPHTH H
JEHHOCTHTE MO TNpUJIAaraHeTo MM, OCHTYpsBalld H3MblHeHWeTo Ha Haumonannata mnporpama 3a
npoUIAKTHKA Ha POTABUPYCHUTE racTpOeHTepUTH B PemyGnuka Beirapus 2022-2025 r. (YkasaHus mo
Hammonasnuara nporpama).



3. B msmeianenre Ha Hauponannara nporpama, OILI npuiarat BakCHHaTa Ha JIMIATa, NOMaJally B
Lie/ieBara rpyna 3a MMyHW3allid, [OCOYEHa B Iporpamata - felia OT 6-CeAMHYHa BB3PacT MO ropﬂa
BB3pacT CIVIACHO KpaTKaTa XapaKTepHCTHKa Ha NpUaraHaTa BaKCHHa.
4. HanpmoHanHara 3/paBHOOCHIypHTETHA Kaca 3aIulalla HMYHOJIOTHYHUTE JIEKAPCTBEHH MPOIXYKTH B
paMKWTe Ha MpelBHACHWTe OIOUKETHH CpeicTBa KaTo TpaHcdepn OT MuHHCTEpPCTBO Ha
3apaseonasBaneTo (M3) keM H30K, nocouenu B 3akoHa 3a Gromkera Ha H30K 3a choTBeTHATA roaMHa.
S. [Ipurexatenure Ha paspemenue 3a ynotpeba (ITPY), pecrieKTHBHO TEXHHTE YITHIHOMOIIECHH
npencrasureny (YII), ca 3ans/DkeHy, 3a LieIus CPOK Ha NeHCTBHE Ha IOTOBOPA, ia OCHIypsiBa, ChOOPasHO
Hyxaute Ha Pemybimka Beiarapus, koimyecTBa OT MMYHOJNOTHYHHTE JIEKAPCTBEHH IPOAYKTH, KaTo
U3BBPLIBA PEryJIAPEH BHOC Ha CBIIMTE M T'M JOcTaBs 10 ompexeneHus TE, ¢ men Ge3nmpensTcTBEHOTO
u3nbiHeHue Ha Hauwonannara nporpama. [Ipu mpowsBoacTBeHM mpobnemMu wiu mpoGiieMH OT ApYr
XapakTep, BB3NPENATCTBALIA PETyJIAPHOTO OCHTYpABaHe Ha MPOXYKTHTE B cTpaHata, [IPY/VII e mrbxked
CBOEBpeMeHHO Ja yBenomu M3 u H30K.
6. TrprosesT Ha €Apo € 3aJB/DKEH 12 TPAHCIOPTHPA, AOCTaBs U ChXpaHABa BaKCHHH B CPOKA UM
Ha FOQHOCT M IIPH Cra3BaHEe Ha M3MCKBAHHATA, CBBP3aHM C TEMIIEPATypPHH U JPYTH YCJOBHs, ONUCAHH B
Kparkara xapakrepucruka Ha npoxykra (KXII).

Haumonannata 31paBHOOCHTYpHTENHa Kaca He 3aIUlalla HMYHOJIOTHYHHTE JIEKApCTBEHH
NPORYKTH, KOraro:
1. JIEKapCTBEHUTE MPOAYKTH ca JocTaBeHH B aMOynaropuu 3a [TMMIL, Ho He ca MpuUIOKeHH,;
2. JIEKapCTBEHUTE NMPOMYKTH Ca MPUWIOKEHH W/WIN OTYETEHH MO Ha4yuH, HechoTBeTcTBal] Ha KXII,
u3nckBanuaTa Ha Hanmonannarta nporpama, Ykasanusara no HaumonanHara nporpama 1 MexaHu3Ma 1o
Hauwmonannara nporpama. A

IIpu Heob6xomuMocT OT MHGpOpMalMs M ChAEHCTBHE 3aHHTEPECOBAHWTE JIML[A MOraT aa ce
o6pBLIaT KbM CBOMTE OOIIONPAKTHKYBAIIH JIEKapH, KAKTO H JIa M3MOI3BAT CJIeJHHTE JaHHH 33 KOHTAKT:

3a nmyHos0rnveH JekapcrBen npoaykT RotaTeq:
1. »Mepk Illapn u Joym Buarapus® EOO/] - ynb/IHOMOIIEH NPEJCTABATE HA NPHTEKATEH
Ha pa3pemeHHeTo 3a ynorpeba:
- Tenedon 02/819 3737, enektponeH aapec: info-msdbg@merck.com.
2. Tbprosen Ha eapo — ,,CTunr® AJI:
- Haronanen tenedoH (3a Beuuku obnacta): 0700 20286;
- Harmonanen tenedoH (camo 3a abonatu Ha Busakom/BTK): 0800 11511;

- Enextponen anpec: office.sofia@stingpharma.com.

3a nmyHoJI0rHYeH JieKapcTBeH NpoayKT Rotarix:
1. »®boankc Papma®“ EOO/l - ynbiHOMOIIEH NpeJCTaBATE] HA MNPHTEXATENd HA
pa3pelieHHETO 32 YNOTpe6a H Thprosel Ha eApo:
1-p UBo Hukosos

tenedoH +359 882 363932, enextpoHeH anpec: i.nikolov@phoenixpharma.bg

Hudopmarus otHocHo HampoHanHa nporpama 3a npouiiakTHka Ha pOTaBUPYCHHUTE ACTPOEHTEPUTH B
Pemy6iuka bbarapus 2022 — 2025 r.
https://www.mh.government.b olitiki/programi/aktualni-programi/.

Hndopmannsa oTHOCHO:

MexaHu3bM 32 3asBABaHe, JOCTaBAHE, OTYMTAHE M 3alUIAIAHE HAa BaKCHHMTE CpeLIy
POTaBUPYCHH TI'aCTPOSHTEPUTH M TNPHJIOKEHHETO MM, OCHTYpSBallld H3MbiHeHHMeTo Ha HauwonasnHara
nporpama 3a npoHIaKTHKa Ha pOTaBUPYCHHUTE racTpoeHTepuTH B Pery6nuka bbarapus 2022-2025 r., u

Vka3aHHs OTHOCHO pela 3a MOJy4aBaHe, NpeIIMCBaHe, MpHIaraHe, OTYATAHE W 3aIUTALIAHE HA
BaKCHHUTE Cpelly POTaBHPYCHH TaCTPOEHTEPHTH M JeHHOCTHUTE MO NPWIAraHETO MM, OCHIypsBalllH
m3mbiHeHHeTo Ha HanuoHanHaTa mporpama 3a nmpo¢HIaKTHKa Ha POTaBHPYCHHTE IaCTPOEHTEPUTH B
Pemny6nuka benrapus 2022-2025 r.:

https://www.nhif.bg/bg/outpatient/gp/documents.





