3ATBEPI>KEHO

Haka3 MiHicTepcTBa OXOpOHH
370pOB's YKpaiHu

17.12.2019 Ne 2498

MeToau4Hi pekoMeHAANII IVIAHYBAHHSA Ta PO3PAXyHKY MOTPeOH Yy JiKapchKHUX
3ac00ax uisl JJIKyBaHHSI XBOPUX HA PO3CisTHUI CKJIepo3

I. 3aranbHa yacTuHa

1. PoscisHuii ckiepo3 — M€ AEMIETIHIBYIOUE 3aXBOPIOBAHHSA, IPH SKOMY
HNOLIKO/KYETHCSI MIEJTIHOBA 000JIOHKa HEPBOBUX KIIITUH y TOJOBHOMY Ta CIMHHOMY
MO3Ky. lle HallOuIbl MOIIUpPEHE IMYHO-OMOCEPEAKOBAHE 3aXBOPIOBAHHS IEHTPAIHHOT
HEPBOBOI CUCTEMH.

2. Po3pBHAIOTH JIeKUTbKa THIIB TEpeOiry po3CISIHOTO CKJIEPO3Y: PELUAMBHO-
PEMITYIOUMIA, TEPBUHHO-TIPOTPECYIOUM, BTOPHHHO-NIPOIPECYIOUMH Ta  KIIIHIYHO
130IbOBAHUI CHUHJIPOM.

3. ImyHOMoOayndIOIOYId Tepamii MIAJAETbCS  PELMAMBHO-PEMITYIOUMHA T
nepediry, IpuiloM [Koi JO03BOJISE YIOBUIBHUTY TPOTrPECYBaHHS 3aXBOPIOBAHHIL.

4. YV mepeniky JIKapChKHX 3aCO0IB Ta MEIUYHHUX BUPOOIB, SK1 3aKyMOBYIOTHCS
JUIST BUKOHaHHS TMporpaM Ta 3IMCHEHHA UEHTPAI30BAaHUX 3aXO/iB 3 OXOpPOHHU
370pOB'sl mependayeHa 3aKyIiBJIsl 3a KOLITU JepKaBHOro Oromkery HacTynaux MHH
JUIS JIIKYBAaHHS XBOPUX HA PO3CITHUN CKJepo3: iHTepdepoH Oerta-1b, iHTephepoH
Oerta-1a, riampamepy arerar, METWINPEAHI30JI0H, (IHMOIIMO/I, MITOKCAHTPOH,

5. Jduga po3poOku naHux MeToJMYHMX pEKOMEHJAll BHUKOPHUCTOBYBAIHUCS
JpKeperna KIIHIYHAX HACTAHOB, BW3HAYEHI MomaTtkoM 4 10 MeToawku po3poOKHM Ta
BIPOBA/KEHHSI MEIUYHUX CTAHAAPTIB MEIUYHOI JONMOMOTM Ha 3acajaxX J0Ka30BOi
MEIMLIMHY, 3aTBEP/AKEHOI Haka3oM MIHICTEpCTBA OXOPOHH 3/10pOB’ Sl YKpaiHu Bia 28
BepecHa 2012 poxy Ne 751 «lIpo cTBOpeHHS Ta BIPOBAIKEHHA MEIUKO-
TEXHOJIOTIYHUX JIOKYMEHTIB 31 CTaHAapTW3allii MEIWYHOI JOMOMOTH B CHUCTEMI
MiHicTepcTBa OXOpOHH 370pOB’s YKpainm» (13 3MiHAMH), 3apEECTPOBAHUM B
MinictepcTsi tocmvuii Ykpainu Big 29 muctonmaga 2012 poky 3a Ne 2001/22313, a
TAaKOK Hakazy MiHiCTepcTBa OXOpoHH 370poB’ s Ykpainu Bim 17 cepmus 2007 poxy
Ne 487 «Ilpo 3atBEp/KEHHS KIIHIYHUX MPOTOKOJIIB HAJAHHS MEIWYHOI JOTIOMOTH 3a
cnemianbHicTIO  «HeBposoris» Ta  IHCTPYKIII A7 MEAMYHOTO  3aCTOCYBaHHS
JKapChKHUX 3aC00IB.

I1. ®opmyBaHHs nOTpeOH
1. Tarepdepon Oera-1b — 1e IMyHOMOIYJIOIOUMH 3acid, SIKWA JTO3BOJISIE
CTIOBUIHHUTH TPOT'PECYBaHHS 3aXBOPIOBAHHA. 3aCTOCOBYETHCS 13 YacToTor0 1 pa3 Ha
2 nui. Jlo3za nns BBeneHHs (ikcoBana — 9 600 000 MO. Piuna nmotpeba Ha OJHOTO
naijeHTa ckiaanae 183 oguHuL
Piyna motpeba mpemapary iHtepdepon Oera 1-b po3paxoByeTbcsi Ha OCHOBI
KUTBKOCTI MAIllEHTIB, sIK1 MPpUAMAalOTh JaHWW Tperapar Ta MHOXKHUThCS Ha 183.
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2. Iurepdepon Oera-la — 1e IMYHOMOMYJIOWOYHWHM 3acid, SKHHA JO3BOJISE
CMOBUIBHUTH MPOI'PECYBAHHS 3aXBOPIOBAHHA. 3aCTOCOBYETHCS 13 4acToTor0 1 pa3 Ha
TwkaeHb. Jlo3a s BBeneHHs ¢ikcoBaHa ctaHoBuTs 6 000 000 MO. Piuna motpeba
Ha OJTHOT'O TALllEHTa CKJIaJa€ 52 OMHUIIL

Piyna notpeba npenapatry iHtepdepoH Oera-la po3paxoBYeThbCs Ha OCHOBI
KUTBKOCTI TIAIIEHTIB, SIK1 MPUAMAIOTh JAaHWK Tpernapar Ta MHOXKHUThCS Ha 52.

3. I'matupamepy amerar (40 Mr) BITHOCUTBHCS 10 Kjacy IMYHOMOIYJISITOPIB,
34aTHUX OJIOKYBaTM MieJlHCTIEM(IUHI ayTOIMYHHI peakili, Ha SKHX O0a3yeTbes
pyliHyBaHHA MieniHOBOI 00010HKM mnpoBinHUKIB [[HC npu poscisHOMy ckiiepo3l
3aCTOCOBYETHCS 3 YACcTOTOIO 3 pa3u Ha TWXKJEHb. PiuHa motpeba Ha OJIHOTO Malli€eHTa
ckiagac 156 oquHUI.

Piyna motpeba mpenapary riamupamepy aneraT (40 Mr) po3paxoBYe€TbCS Ha
OCHOBI KUTBKOCTI TIAIIIEHTIB, SIKI MPUIMAIOTh JaHWI Mpernapar Ta MHOXKHUThCS Ha 156.

4. T'matupamepy arerar (20 Mr) BIUIHOCHUTBCS JI0 KJIacy IMYHOMOYJSITOPIB,
34aTHUX OJIOKYBaTM MieJIHCTIEIM(pIUHI ayTOIMYHHI peaklli, Ha SKHX O0a3yeTbcs
pyiiHyBaHHsA MieaiHOBOI 000m0HKM mpoBinHUKIB [[HC npu poscisHoMy cKIepo3si.
3acTocoByeThCsl 3 4yacToTor0 1 pa3 Ha jJeHb. PiuHa motpeba HAa OJHOrO mMallieHTa
ckyagac 365 oauHULI.

Piyra motpeba mpemapary riatupamepy ameraT (20 Mr) po3paxoBYEThCS Ha
OCHOBI1 KUTBKOCTI TIAITIEHTIB, SIK1 MPUMMAIOTh JIAHWM MpernapaT Ta MHOKHUTHCS Ha 365.

5. MemunmpeHi30J10H — 1€ CUCTEMHUM KOPTUKOCTEPOil, SIKUH 3aCTOCOBYETHCS
JUTSL TIYJIEC-Teparii 3arocTpeHb PO3CISTHOTO CKIepo3y. Beoautscs momns y mo3i 1000
MT Ha 700y mpomiroM 3-5 maHiB. Buxomsum 3 po3paxyHKy IO MIHIMaJIbHIA TPUBAIOCTI
Kypcy, nmotpebda mpenapary Ha OJHE 3aroCTPEHHs CKIIajIae 3 ¢nakonm.

6. Piuna motpeba Memnnpez[HBOHOHy (1000 mr) PO3PaxOBYeThCS Ha OCHOBI
KUIBKOCTI 3aroCTpeHb PO3CILITHOTO CKJIEPO3y Y TAIll€HTIB, fKI MNPOXUBAIOTh Ha
TEPUTOPIi AJAMIHICTPATUBHO- TEPUTOPIATBHOI OJMHMII, 1 MHOXKHUTHCS Ha 3.

7. MITOKCaHTPOH — II€ MOXIIHE aHTPAlCHAIOHY, 3B’ sA3yeThCs 3 saepHoro JJHK 1
YUHATh [UTOTOKCHMYHMK edekT. Hanexuts [0 aHTMHEOIUIaCTUYHMX  3acoO0iB.
3aCTOCOBYETBCS JJIS JIIKYBAaHHA PO3CITHOIO CKJIEPO3Y Yy TAIlEHTIB 13 IIBHIKUM
IPOrpECYBAHHAM 3aXBOPIOBAaHHA. Beomutscs 1 pas ma 1-3 micsami y mo3i 12 mr/m2,
Buxoasumn 3 MiHIMAJIBHOTO JO3yBaHHS Ha OJIHE BBEACHHSA HEOOXIMHO 2 (DIIaKOHH.
Piyna motpeba Ha ofHOrO marieHTa ckiaaae 8 ¢iakoHiB.

Piuna motpeba mpemapary MITOKCAHTPOH PO3PaxOBYETHCS HA OCHOBI KUTBKOCTI
MAIIEHTIB, SIK1 TOTPEOYIOTh MPHUIOMY JaHOTO Tperapary Ta MHOXKHUTHCS Ha 8.

8. @mHrommMon - 1e Moayustop cdinrosus-1l-docdatHux perentopis,
HAJICOKUTh 10 (papmMakoTepanmeBTMYHOT TPYIMH CEIEKTMBHUX IMYHOCYTPECaHTIB.
[puitmaetsecst 3 vactoToro 1 kamcyna Ha m00y. Pmna motpeba ¢iHronimomy Ha
OJIHOTO TAIliEHTa CKJIagae 365 Karcyi.

Piyna motpeba mpemapary (QIHroJaIMOJ pPO3pPaXxOBYETbCS HA OCHOBI KUIBKOCTI
TMAINEHTIB, SK1 MOTPEOYIOTh MPUIOMY JAHOTO Mperapary Ta MHOKHTHCS Ha 365.

9. Jlyis oKpeMuX MAIlEHTIB MOXYTh BUKOPUCTOBYBATHCH PEKUMU JIIKYBAHHS 3
MEHIIIOI0 YaCTOTOI0 BHKOPUCTAHHA TPEMapatiB Ta MEHIITUMH J03yBaHHSM.

10. TlepepaxyHOK KUIBKOCTI mpemapary 3AIMCHIOETHCS BIATMOBIAHO 10 TPaBUI
OKPYTJICHHSIM YHCE.
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11. ¥ pa3i BHeCEHHs 3MiH /10 TEpeniKy JIKapChKHUX 3aco0IB Ta MEIUYHUX
BUpOOIB, SIKI 3aKYNOBYIOTHCS 32 HanmpsMaMH BHUKOPUCTAHHS OMOMKETHUX KOLITIB 3a
nporpaMoro «3a0e3NeueHHss MEIUYHUX 3aXOJ/IB OKPEMHUX Jep)KaBHUX Mporpam Ta
KOMIUIEKCHHMX 3aXOJIB MPOrPAMHOTO XapakTepy», PO3pPaxyHOK MOTpeOU y HOBHUX
JTIKapChKHUX 3ac00ax Ta MEIUYHUX BUpPoOax Mae BiAOYBATUCH 3TIIHO 3 IHCTPYKLIAMU
UL MEIUYHOT'O0 3acTOCYBaHHSA JIKAPCHKHX 3ac00iB  Ta IHCTPYKINSMH IIOJIO
3aCTOCYBaHHA (BUKOPHCTAHHS) MEIUYHUX BHUPOOIB, a TAKOX Yy BIAMOBITHOCTI JI0
Haka3zy MiHicTepcTBa 0XOpOoHM 3710poB’ st Ykpainu Bin 28 BepecHs 2012 poky Ne 751
«Ilpo cTBOpeHHS Ta BIPOBAIKEHHA MEAMKO-TEXHOJOTTYHUX JOKYMEHTIB 31
CTaHIapTU3aIlil MEAWYHOI JOTIOMOTH B CcHUCTeMi MiHICTEpCTBA OXOPOHU 3JI0POB’s
Ykpainn» (3 3MiHamu), 3apeecTpoBaHOro B MiHICTepcTBl tocTvlli Ykpainun 29
nmuctonana 2012 poky 3a Ne 2001/22313.

10. Po3paxyHok motpeOu B mpemnaparax s JIKYBAaHHS XBOPUX Ha PO3CISTHUIMA
CKJIEpO3 3[IACHIOETHCS HA OCHOB1 JIaHUMX CTPYKTYpHHX MIPO3JUTIB 3 THTAHb
oXopoHH 370poB’s obnacHuX, KuiBchkoi Ta CeBacTOMOIBCHKOI MICHKHX JEPKABHUX
aAMIHICTpaIlld MO0 KUIBKOCTI XBOPHMX HA PO3CISHUM CKJIEpo3 B  Po3pii
aJIMIHICTPATUBHO-TCPUTOPIAIBHAX ~ OJIMHUIL 3  3a3HAYCHHSAM MICSII Ta POKY
HAPOJIPKEHHSI MAlllEHTa Ta KUIBKOCTI 3aroCTpeHb 3a MONEPEAHIN piK ToIlo, 1HpopMalii
Ipo JIKyr4Joro Jikaps, mpo pimeHHas Kowicii. HeoOXigHO TakoK 3a3HauMTH HA3BU
JIKApChKUX 3acO0IB  BIAMOBIIHO JO 3aTBEP/KCHOT HOMEHKJIATypH, a TaKOXK
JO3YBAHHS Ha OJUHUINO BHUMIPIOBAHHS, KUIBKOCTI 3aCTOCYBaHb Ha pIK, KUIBKOCTI
OJIVHMITh HAa Pa30BE€ 3aCTOCYBaHHS, KUTBKOCTI OJIMHMII, TperapaTy Ha pIK, HasBHI
KOMEHTap1 TOIIO.

I11. IpuHiuun po3noaijly BUAATKIB
1. Po3moain BUAATKIB ACP)KABHOTO OIOMKETY 3IIMCHIOETHCS BIAMNOBIIHO [0
iHbopMalii Npo KUIBKICTH XBOPUX HA PO3CIAHUNA CKIEPO3, y aaMIHICTPATUBHO-
TEPUTOPIATBHUX OJMHMIIX ab0 3akKiiajjax OXOPOHH 3J7I0pOB’s, IO OTpHMaHa 3
OCTAHHIX JOCTYITHHX 3asBOK, pEECTPIB 200 3BITIB.

IV. Pe3yjbTaTuBHI NOKA3HUKH, 110 XaPAKTEPHU3YIOTh BUKOHAHHS 010/12Ke THOL

NporpamMu
IIporno3oBani
Ne . . JTxepesio NMOKA3HUKH
IMoka3Huku Oaununi BuMipy . pe:o | . .
n/n iH(p opmanii (KiIbKiCTD,
Bi/ICOTOK)
1 | mpoaykry
1.1 | KinpkicTh marjieHTiB, Ocid 3asiBKH P €T1OHIB,
XBOPUX Ha P O3CIsTHUI pEeECTpH, 3BITH
CKJIep 03, sIK1
3abe3reyeHi
JIKY BaHHSIM
2 | saxocti




2.1 | PiBens 3a0e3neueHHs Bincorox 3asBKH pETiOHIB,
JIKY BaHHSIM XBOP UX peecTpu, 3BITH
Ha pOCISTHUI CKJIep 03

3 | edpexkTUBHOCTI

3.1 | Cepenni BUTpary Ha Tuc. rpH BayTpimmuborocnoaa
3aKy MiBJIO pCbKUii
MEJMKAMEHTIB ISt (y mp aBJIIHCH KHiA)
XBOPHUX Ha P O3CIsTHUI 001K

CKJIEp 03

I'eHepanbHuMil 1MpeKTOP

JIupeKTOpaTy MeIMYHUX MOCIYT

O. CyxopykoBa



