MUHUCTEPCTBO 3JIPABOOXPAHEHUS AJITAUCKOTO KPAMA
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r. BapHayn

O nopsnke nMpoBefeHust UMMYHU3AUUY
oeTeil TPOTMB MH(QEKLUMM, BbI3BAHHOU
peCIMpaTOPHO-CUHUUTUAIBHBIM BUPY-
com

B mensx CHMKeHus MJIaJeHYeCKO CMEepPTHOCTH JeTell paHHero Bo3pacTa M3
CPYIIbI BHICOKOTO PUCKA MO Pa3sBUTMIO MH(EKLMM, BbISBAHHOM PECITMPAaTOPHO-CUH-
UMTHaIbHBIM BupycoMm (manee — PCB), B cooTBeTCTBUM C TpMKasamyu MunucrepcTsa
sapaBooxpadenus Poccumitckoit @epeparym ot 20.12.2012 Ne 1204n «O6 yTBep-
KIEHMM CTaHIapTa CrelMaau3upoBaHHON MeIMLIMHCKOM MMOMOLIM JeTSIM IIpU Xpo-
HMYECKMX 6O0JIE3HSIX OPraHOB AbIXaHWs, Pa3sBUBIUMXCS B NEPUHATaJIbHOM Mepuone
(37anm peabuimMTalMM TOC/IE BBIMMUCKM M3 HEOHATOJIOTMYECKOrO CTalMOHAapa)», OT
24.12.2012 Ne 1382H «O6 yTBepkOeHMy CTaHAApPTa MMepBUYHOM MEeIMKO-CaHUTap-
HOM MTOMOILLM 110 TIPOGMIAKTHKE PECITMPAaTOPHbIX MH(MEKLMN Y HEJJOHOIIEHHBIX 1e-
Teit», oT 20.12.2012 Ne 1127u «O6 yTBepsKIeHMM CTAHAAPTa NIEPBUYHON MEeIUKO-
CaHUTapHOM ITOMOILLM AETIM Mpu creupmbuyeckon mpopuiakTuKe OCTPLIX pecrnypa-
TOPHBIX MHPEKILMI», ¢ KIMHuYeckumy pekomeHpaumsamu ot 2022 roga «Ocrpas pe-
cnuparopHas uapexums (OPBU)» npukasbiBaio:

1. YTBepauThb: ,

KpuTepumn oTbopa aereit 111 NpoBeileHNs NaCCMBHONM UMMYHM3aLMU IIPOTUB
nHdpekumn, BoisBaHHOM PCB (nasee - «kpurepun ot6opa») (mpuioxenue 1);

MOPSZIOK MPOBEIEeHMs] MMMYHM3ALMK JeTell TPOTMB MH(EKUMM, BbI3BAHHON
PCB (manee — «nopsiiok») (MpujIoskeHue 2);

¢dopmy MH(GOPMMPOBAHHOTO JOGPOBOJIBHOrO COrJIaCHs Ha NpoQuIaKkTuye-
CKOe BBeZleHMe J1ekapCcTBeHHoro npenapara «[lammBusymab» (npunoxenue 3);

(opMy perucrpa neTeit, noiexxalmx npodumakTuke nHGEKUMM, BBISBAHHOM
PCB (manee - «bopma») (npunoxenne 4).

2. KI'BY3 «AnTaifickuil KpaeBoil KIMHMUECKUI IIePUHATAIbHBIA LEHTD»
obecreunTh:

npoBefieHMe npodunakTuky uHdekumn, BbizBanHon PCB, y IeTeil, COOTBET-
CTBYIOLMX KpUTEpUsIM OTGOpA, COrMAcHO MOPAAKY, YTBEP)KAEHHOMY HACTOALWM
[PUKA30M, TIepe] BbIMMCKON BHE 3aBMCUMMOCTY OT Ce30Ha C y4ETOM SIMAEMIUOIOrn-
YeCcKOro MOHMTOPUHTa 1o uHdexuuy, BbizpaHHON PCB;
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pefoCcTaB/ieHye MHpOpMaLK O AETSIX, MoJJIeXalMX nocJIefyIoie npopm-
naktuke uHdexumu, BbisBanHoi PCB, nmocse BeIMUCKY, B anpec KpaeBoil MeALIMH-
CKOJ1 OpraHu3aLyy 110 MECTY XUTeNbCTBA pebeHKa 1 B KI'BY3 «/leTckast ropoAcKast
wnmmueckast 6omprynia Ne 7, r. Bapuayn» (nanee - KI'BY3 «[IT'KB Ne 7, r. Bap-
HayJs»).

3. KI'BY3 «[II'KB Ne 7, r. BapHayn» obecrneunTs: ‘

npoBefieHNe MOC/eNYIoLIel TpopUIakTyKY MHGERIMH, Boi3BanHou PCB, B
VCJIOBUSX KPYIVIOCYTOYHOTO/JHEBHOTO CTalMOHApa, Y LeTeil, COOTBETCTBYIOLLIMX
KpUTEpUsIM OT6Opa, COrJIACHO MOPSAKY, YTBEP)KIEHHOMY HaCTOSILM IpUKA3oM,
BHPE 3aBMCMMOCTM OT Ce30Ha C YYETOM IMUAEMMOIOrMUE€CKOro MOHUTOPUHTA IO MH-
dekuun, Boi3BaHHou PCB;

npenocTaBieHye MHpoOpMaLmu O JETAX, MOAJIEKAILMX nocsenywoien npopu-
nakTmke uHGeKuyn, BoisBanHoN PCB, mocsie BLIMMCKM M3 CTALMOHAPA, B aIpeC Kpa-
eBOI1 MEMIMHCKO OpPraH13aluy [0 MECTY JKUTeJIbCTBa pebeHKa;

BeJieHye PEryicTpa JeTell, MoAeKalmX npopuiaKkTuKe mHdexuun, BbI3BaH-
noit PCB (nanee - «Perucrp»), no opme (puioxenue 4).

4. 'naBHbIM BpauaM KpaeBbIX MeIULMHCKUX opraHusaulmii, B 30He 06C/TyKu-
BaHMs KOTOPbIX IPOXKMBAIOT JETH, BKIIOYEHHbIe B Peructp, obecneynTsb:

HasHauyeHMe JIMLA, OTBETCTBEHHOrO 32 B3aMMOMEUCTBUE C KI'bVY3 «JI'Kb
Ne 7, v. BapHay1» 110 POBEAEHMIO MEPOTIPUATHIA 110 npoduaakTuke y aereit MHpek-
1yu, Boi3BaHHOM PCB;

CBOEBpEeMEHHOE HaIpaBJIeHNe JeTel, COOTBETCTBYIOMIMX KpUTEPUAM otbopa,
8 K['BY3 «III'KB Ne 7, r. BapHays» ji1si TOCTAHOBKM O4YePEe[HON MHBEKIMN JIeKap-
crBeHHoro npenapara «[lanmBusyma6».

5. KOHTpOJIb 32 MCIIONHEHMEM HaCTOSLLEro NpyuKasa BO3JIOKUTE Ha 3aMeCTu-
TeJISt MUHUCTpA 3APaBOOXpaHeHNss ANTaiiCKoro Kpas Benouxyio H.W.

MuHucTp ‘ > [.B. ITonos



[TPUJIOKEHME 1

YTBEP>KIEHBI

npukasom MuHuCTepCTBa 34paBo-
oxpaHeHus1 AJITaliCKOro Kpas

or 76 .05 2024 Ne 75

. KPUTEPUU
oT60pa AeTei [ POBeeHNMs TACCUBHOM MMMYHM3aLMM IPOTUB MH(pEK-
L[}, BbI3BAHHOM PECIMPATOPHO-CUHIUTUAIBHBIM BUPYCOM

1. Jeru, poxkaeHHble 10 28 Hepenb 6 OHeN recTalyyu, B nepsble 12 me-
CSILIEB KU3HMU.

2. Ileru, poxaeHHble ¢ 29 Henenb 0 fHelt 1o 32 Hemenb 6 qHeN recra-
MU, B NEpBble 6 Mecs1leB XU3HN.

3. Jetu ¢ guarHo3om «bpoHxosierouHast AMCIUIasus», Hy>XKAaoumecs
B MOCTOSTHHOV MeIMKaMeHTO3HOI1 Teparuy /Wiy SOMOJTHUTEIbHOM OKCUreHa-
M} B CBSI3U C TSDKEJIbIM TeueHueM 3abosieBaHus A0 12 mecsues KU3HU.

4. Jletu ¢ reMOOMHaMMYECKM 3HAUMMbIMM BPOSKIEHHbIMM IMOPOKaMM
cepaua go 2-x Jer.



[MTPYJIOXXEHME 2

VTBEPXIEH

npuKkasoM MuHucrepcTBa 34paBo-
oXpaHeHust AJITaliCKOro Kpas

or 78.05° 2024Ne 73

_ TIOPSIIOK )
NpoBeAeHUsI MMMYHMU3aluu 1eTen NpoTuB MH(beKLU/IM, BbI3BAaHHOU peCrninuparopHO-
CUHUMUTUAJIBHBIM BMPYCOM

1. ITepBas MMMYHM3aLMA JIeKapCTBEHHBIM npenapaTtom «[lanuBusymat»
NPOBONMTCS B OT/AE/IHVY NAaTOJIOrMY HOBOPOXKAEHHBIX M HEIOHOLUEHHbIX JeTeit
KI'BY3 «AnTaiicKuil KpaeBoi KJIMHUUECKUI NIepYHATaIbHbINA LIEHTP» Mepej| BhIIuc-
KOM. :

2. [Mocnenyonye MMMYHU3aLIMM JIEKAPCTBEHHBIM Npenaparom «[lamsu-
3yMa6» MPOBOMATCA B YCIOBUSIX KPYIVIOCYTOYHOro/IHeBHOro craumonapa KI'bY3
«JleTckasi ropoacKas KiMHuyeckas 6onpbauua Ne 7, r. Baprayn» (nanee - KI'BY3
«ITKB Ne 7, r. BapHays») ¢ cob/iiofiedueM CpOKOB IPOBEAEHNSt UMMYHOIIPOGMIaKk-
TUKM JIeKapCTBeHHbIM npenapatom «[lammBusymab» B Te4eHMM BCEroO roAa, BHe 3a-
BIICUMOCTM OT C@30Ha C YYETOM 3MUIEMUOIOIrMUECKOrO MOHUTOPUHTA.

3. [TaccMBHOM MMMYHM3ALMYM MOAJIEXKAT JETHU, COOTBETCTBYIOLLME KpUTe-
pysiM OT6Opa A5 MPOBENEeHMs TIaCCHBHOM MMMYHU3aLMM MPOTUB MHEKUMH, Bbl-
3BaHHOM PeCMPaTOPHO-CUHUMTUAIBLHBIM BUPYCOM, B TE€YEHMM BCETO rojia BHE 3a-
BUCUMMOCTH OT CE30Ha C YYETOM SIMAEMUOJIOrMYECKOTO MOHMUTOPMHT .

4. TTpumeHeHNe eKapCTBeHHOrO npenapara «[lanBusymab» ocyuiecTs-
JISETCS COrVIACHO MHCTPYKLUMU K JAHHOMY Ipernapary.
5. Heo6x0aMbIM ITpeBapuTe/IbHbIM YCJIOBMEM MMMYHM3aLmu pebeHka

JIeKapCTBeHHbIM TperiapaToM «[lanmBusymab» myst npoduaakTUKy MHGEKLMN, Bbl-
3BaHHO} PEeCIIMPaTOPHO-CUHIIMTHATBHBIM BUPYCOM, SIBJISIETCS MOJy4YeHHoe MHpop-
MMpPOBaHHOe NOGPOBOJILHOE COryIacye Ha NMPOBEAEHME MHDBEKLMIl JIeKapCTBEHHbIM
npenaparoM «[lanuBusyma6» OT 3aKOHHOTO NpPECTaBUTeNs pebeHKa.

6. KI'BY3 «[AI'KB Ne 7, r. BapHaysn» sIBsieTCsl OpraHuM3alMOHHO-MEeTOAN-
YeCKUM LIEHTPOM, B TOM YMCJIE OTBETCTBEHHbIM YUpPEeK/IeHMeM 3a BeIeHN e Perncrpa
JeTeit, moAIexXalux npoduaakTike uHGEKMM, BbI3BAHHON PECIPaTOPHO-CUHLIN-
THaJILHBIM BUPYCOM (Hajnee - «Peructp»). :

7. IleTy, COOTBETCTBYIOLLME KPUTEPUSIM OTOOpa [/ IPOBeJieHNs] TacCuB-
HO# MMMYHM3a1MM TIPOTUB MH(EKLMM, BhI3BAHHOM PECTMPaTOPHO-CHHUMTHATIBHBIM
BHPYCOM, M BHeCeHHble B Perucrp, HaxofiTC Ha yyeTe y OTBETCTBEHHOro Bpaya-
nemnarpa KI'BY3 «[I'KB Ne 7, r. Bapuayn». Cnewpanuct, OTBETCTBEHHBIN 3a
HAGJIIONEeHME NeTell, oIeKaILUX IPOodUIaKTIKE MHPEKLINN, BbI3BaHHOM pecrupa-
TOPHO-CUHUMTHAAIbHBIM BUPYCOM, OCYLLECTBIIIET B3aMMOJe/ICTBUE C KPaeBbIMM Me-
IULMHCKYMM OPTaHM3auysMy, K KOTOPbIM NMPUKPEnIeHbl AETH, MOAJIeKAIME UM-
MYHMU3aLMUA.

8. ['1aBHbIE BpauM KpaeBbIX MEAVLIMHCKUX opraHmsaluii, B 30He 06¢1y-
SKMBAHMUSI KOTOPbIX TPOKUBAIOT OeTH, COOTBETCTBYIOLIME KPUTEPUAM otbopa u
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BKIIIOUEeHHBIe B PerucTp, 06ecreunBaloT 3anmch, COrJIaCHO CPOKY, M MX Hanpasiie-
uue B K[BY3 «JII'KB Ne 7, r. BapHays» AJis MPOBefeHMs: IIOCTAaHOBKM OuepesHON
MHIbEKLMM JIEKapCTBEHHOro npenapara «[lanBusymab».



[TPUJIOXKEHMUE 3

YTBEPXKXIEHO

npukasom MuHucTepcTBa 31paBo-
oXpaHeHus1 AJITaliCKOro Kpas

or 7Z8.257  2024Ne ST

. ITH®OPMMPOBAHHOE JOBPOBOJIBHOE COIJIACUE
Ha npoduiakTHyecKoe BBeJieHMe JiekapCcTBeHHOro npenapara «[lannBusyma6»

1, mmkenognucaBumics(asics) (MaTb/OTeL/OMeKyH)

(®.H1.0. 3akoHHOrO npeacTaBUTEN)

, ABJISISICb 3aKOHHbIM IIpeacTaBuUTe/1eM

peteHka: « » 20__r.,non: MK
(D.1.0. pe6enka) (naTa poxaeHus)

Hacrosumum noaTBepXKaalo TO, UTO s MpouHGOpMUpoBaH(a):

- 0 pucke uHGeKLMH, BbI3BaHHOM pecrUpaTOPHO-CMHLIMTUAIbHBIM BUPYCOM JJISl MOEro pe-
6eHKa ¥ Heo6XO0AMMOCTM MPOo(dUIaKTUMUECKOrO BBeIeHMs JeKapCcTBeHHOro npenapara «Ilaamusu-
3ymab»;

- 0 TOM, YTO MpoduIaKTUYeCKoe BBeAeHMe JIeKapCTBEHHOro npemnapata «IlanMBusymab»
— 3TO BBe[ieHUe B OpraHusm pebGeHKa MeIMULIMHCKOrO MperapaTa Ajsl co3faHus cneumduyueckon
HeBOCIPUMMMUYMBOCTYM K MH(EKLIMU, BbI3BAHHOM PecrnMpaToOpPHO-CUHLIMTUAIbHBIM BUPYCOM;

. - 0 TOM, YTO JIeKapCTBeHHbI npenapat «IlanuBusymab» He IBASETCS BaKLMHOM U He Ipe-
NATCTBYET [POBELEHMIO IVIAHOBOJ BaKLMHAUMYU OT APYrUX MHDEKLuT;

1 npoun@opmupoBaH(a) 0 TOM, YTO JieKapCTBEHHbIN npenapat «IlanMBusymab» npepHa-
3HaueH JiIS NpeAOTBPALeHMs TSHKEIOro TeueHns: MH(eKLuMu, BbI3BAHHOM pecrypaTOpHO-CUHLU-
TUAJIbHBIM BUPYCOM, KOTOPOE MOXKET CTaTh MPUUMHON rOCIIUTaNIN3aLMMU pebeHKa.

$1 03HaKOMJIEH C TeM, UTO JIeKapCTBeHHbIN npenapar «[lanuBusymab» 3aperucTpupoBaH B
70 cTpaHax mupa, B ToM uncie u B Poccuiickoit Mepepaumu, rnocsie npoxoxgeHusi MHOTOLIEHTPO-
BbIX MccienoBaHuit. HasHaueHue nekapcreeHHoro npenaparta «[TanuBusymab» ocyluecTsisercs
B COOTBETCTBMM C MHCTPYKLMeN N0 MeAMLIMHCKOMY NpMMeHeHuIo npenapara. [IpenapaT BBoauTcs
3 - 5 pas c unrepsasiom 30 + 5 mHeit. :

S nonyumn nosnHyo MHGOPMaLMIO O BO3MOXKHBIX MOCAEACTBUSX U OCIOKHEHUSAX B CBSI3U
C NpUMEHEeHMeM JIEKapCTBEHHOTO rpenapara «ITaauBusymab», s moATBEpXKAal0, YTO MHE MOHSTEH
CMbICJI BCEX TePMMHOB, Ha MEeHS He OKasbIBajIOCh JlaBjieHue, U S OCO3HAHHO MPUMHUMAIO pelleHue
0 ero NpuMeHeHUM.

I umen(-a) BO3MOXXHOCTb 3aaThb JIF06bIe BOMPOCHI ¥ Ha BCe BOMPOChI MOyuns(-a) ucuep-
nbiBaolie OTBeThl. MHe pa3bsCHEHO TaK)Ke MOe IPaBO OTKAa3aThCs OT NpoduIakKTHUECKOro BBe-
JleHus nekapcTBeHHOro npenapata «Ilanueusyma6» auily, 3aKkOHHbIM NPeACTaBUTeNeM KOTOPOro
51 SIBJISIIOCD.

1 06s3y10Ch ABUTHCS Ha MOC/eAYIOLIMe BBEAECHMS JIeKapcTBeHHOro npenapara «Ilanmsu-
3ymab», Ha3HaYeHHbIe BPauoM.

1, ;

(9.11.0. 3akoHHOro NpeAcTaBUTeNs)

C NpuMeHeHUEM JIeKapCTBEHHOI'O MperapaTa «I'IananaymaG»
(yrasatb nponucbio « COTJTACEH» unm «<HE COT'TTIACEH»)

Bpau:

(®.1.0. spaua / noanuce)

Hata: «__ » 20 1.




GOPMA
perucTpa getei, nogjexaimx mpoduiaktTuke MHGeKuyn, BhI3BAHHON! pecrMpaTOPHO-CUHUMUTUIBHBIM BUPYCOM

[TPUIOJKEHHE 4
VTBEP)XIEHA

npuKkasoM MuHMCTepCTBa 3ApaBoO-

i

KOTro Kpas
2024 Ne

A3

Ne IlanHble maumenTa JlaHHbIE 33aKOHHOrO NPEACTaBUTENS NauueHTa Kon auarsosano | Ilepsas unnexkums se- | [Mocnenyrouime uHbexiyy TekapcTBEHHOro npenapara «[laau-
n/n | CH Mo- damu- nms Otye- | nmarta CHH Mo- damu- ums Otue- | aara MKB-10 KapCTBEHHOTO npena- | Bu3yMab» B yCAOBMSX KPYTAOCYTOYHOrO/RHEBHOTO CTaLMOHAPa
un auc s CTBO pOx- JiC UC auns CTBO poX- para «[anusuayma6» KI'BY3 «Jlerckas ropoacKas KamHu4eckas Gonbauua Ne 7,
C OoMC (npu | AeHus OoMC (npu | neuus B YCJIOBMAX CTauUMo- r. Bapnayn»
Hanu- Hann- Hapa
4nu) 4um) MeauipHckas opra- Aarta nocra- Aarta nocra- fAarta nocra- Aata nocra-
HM3auus, AaTa nocTa- HOBKH 2-i HOBKM 3-i1 HOBKHM 4-i1 HOBKM 5-it
HOBKM NepBOii MHDBEK- WUHBEKUMU MHDBEKLMH MHDBEKUMU MHDBEKLMU
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