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Olil.QMI XAPAKTEPHCTHKA JIEKAPCTBEHHOro IlPEilAPATA 

l. HAHMEHOBAHHE JIEKAPCTBEHHOro IlPEilAPAT A 

3mnapm1, 300 Mr, KOHUeHTJ)aT .[(JUI nparoroaneuaa pacrsopa nns Mttcpy3MH. 

2. KA qECTBEHHhIÌÍ II KOJißqECTBEHHhIÌÍ COCT AB 

L(ei1:crny10ruee semecrso: 3KYJ1M3yMa6 (rEclz), ryMaHM3MpoBaHHoe airrareno, nonyseuuoe e 
11crroJ1b30Batt11eM xnerosnoä JIBHMM CHO FSA 7 no rexnonorna peKoM611ttaHTHOH ,[(HK. 
Ka)l(Jlblli cpnaKOH BMeCTMMOCTblO 30 MJ1 CO.L(ep)l{MT 300 Mr 3KYJ1M3yMa6a (10,0 Mr/Mn). 

Bcnovorarensaue aeuiecraa, nana-me KOTOpbIX Ha,[(O y-nrrsmars B COCTaBe nexapcraennoro 

npenapara: HaTpMH - 5 MMOJlb (115 Mr) (CM. pa3.L(eJ1 4.4). 

IT0J1Hblß nepe-reas BCilOMOraTeJlbHbIX seutecrn npaaenen B pasnene 6.1. 

3. JIEKAPCTBEHHMI <l>OPMA 

Kouuearpar ztns npnroroanenaa pacrsopa .llm 11ttcpy311tí. 

ITpo3paY:HM 6ecuBeTHM )1{11,[(KOCTb. 

4. KJißHßqECKHE ,l.lAHHhIE 

4.1. Hoxaaanaa K npnsrenenme 
Ilpenapar 3JIB3apIDI IlOKa3aH ,[(AA neY:eHMR B3pOCJ1bIX nauaenroa M ztereä e: 

rrapoKCH3MaJ1bHOH HOqttOH reerornoôanypaeñ (ITH[); 3cpcpeKTMBHOCTb 3KYJ1H3yMa6a 

norrrnepacnena y nauaearos C reMOJ1M30M M corryTCTBYIOIUMMM KJlMHßqecKMMM 

CMMilTOMaMM, CBM,[(eTeJlbCTBYIOIUMMM o BbICOKOH aKTßBHOCTß aaôonenaaaa, BHe 

3aBHCMMOCTß OT Il0Tpe6HOCTM B reesorpaacòysasx B aaasoreae; 
aTMil.MqHbJM reMOJlMTMKO-ypeMMY:eCKMM CMH.llpOMOM (afYC). 

Ilpenapar 3n113apm1 IlOKa3aH ,[(J]}I neY:eHHR B3pOCJ1bIX rrau11eHTOB e: 

peòpaxrepaoä reaepanasoaannoä MMaCTeHMetí rpasnc (I'Ml") C aHTMTenaMM K 

aueT11nxon11HOBbIM peuerrropav (AChR); 

OilTMKOHeBpOMMeJ1MT-accou.1111poBaHHbIMM pacctpoäcraava (OHMAP) C Ha.JIHY:MeM 

aHTMTeJl K axaanopany-ë (AQP4) M peUM.llMBHpyIOIUMM TeY:eHMeM 3a6oneBaHH51. 

4.2. PeïKHM )J.03Hp0B3HHH H cnoco6 nparaeueana 
Pe)l{MM }l03HpOBaHM51 

Ilpenapar 3n113ap1151 ,[(0J1)KeH BBO,[(MTbC51 KBaJIHq>MUMPOBaHHblM Me,[(HUHHCKHM rrepCOHaJIOM 

ITO,[( Ha6J1IO,[(eHMeM spaseä, MMeIOIUHX OilbIT Be,[(eHM}I nauaearon e reMaTOJ1or11qecKHMß, 

rroqelJ:HbIMM, HeHpOMblllleY:HblMM HJ1M HeHpOBOCilaJIMTeJlbHbIMM 3a6oneBaHH5IMH. 

B3pOCJ1bie rrau11eHTbl 

ITapoKCM3MaJibHM HOY:HM reMorno611ttyp1151 (ITH[) 

Pe)l{ßM .ll03MpOBaHIDI ,[(J]}I B3pOCJ1bIX nauaenros (B B03paCTe 2 18 ner) BKJ1I01IaeT 4-He)leJlbHblH 

HatJaJibHblH UMKJI C nocnezrytoineñ q>a30H nonnepaomaioureä TeparrMß. 

Hanam.auä UHKJI: 600 Mr npenapara 3J1M3apM51 BHYTPMBeHHO xanensao B resenae 25-45 

MMHYT (35 ± 1 O MMHYT) 1 pas B He)leJIIO B resenae nepssrx 4 aeztcns. 
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<l>aJa noztnepaoœaromeä repanna: 900 Mr rrpenapara 3nH3apm1 BHYTPHBeHH0 xanensno B 

re'renae 25-45 MHHYT (35 ±10 MHHYT) Ha 5-H nenene e nocneztytoutau BBe,neHHeM 900 Mr 

npenapara 3n113apm1 BHYTPHBeHH0 xanensno B rexenae 25-45 MHHYT (35 ±1 o MHHYT) Ka)l(,[{hie 

14 ,[{HeH ± 2 .[{HH. 

ArnnH4HhIH reMonHTHKo-ypeMHtJeCKHH CHHJ:W0M (afYC), pecbpaKTepHM reHepamnoBaHHM 

MHaCTeHHH rpaBHC (fMf) H 0IITHK0HeBp0MHen11T-accou1111poBaHHbie paCCTpOHCTßa 

(OHMAP) 

Pe)l(HM .[{03HpOBaHHH ,[{JIH sspocnsrx rrau11eHTOB (~ 18 ner) BKJIIOtJaeT 4-He,nenhHhIH HaqaJihHhIH 

UHKn e nocnezryiouteä cpa3oH nonnepaoiaaromeä reparma, 
Ha-ransasni UHKJI: 900 Mr npenapara 3n113ap11H BHYTPHBeHHO xanensao B resenae 25-45 

MHHYT (35 ± 1 O MHHYT) 1 paa B nenerno B 'rexenae nepssrx 4 neztens. 

<l>aJa nonnepxaaarouieä Tepan1111: 1200 Mr npenapara 3nH3ap1rn BHYTPHBeHHO xanensno B 

re-renae 25-45 MHHYT (35 ± 1 O MHHYT) Ha 5-H nenene e nocnenyiouner BBe.[{eHHeM 1200 Mr 

nperrapara 3n113ap11H Ka)l(,nhJe 14 zmeä ± 2 ,nHH. 

lleTH 

Jleaeaae rre,nHaTpH4eCKHX nauaeirros e Ill-If H afYC BeCOM ~ 40 Kr rrpOBO,[J:HTCH B 

COOTBeTCTBHH e peKOMeH.naUHHMH ITO .[{03HpOBaHHIO npenapara 3JlH3apHH .[{ITH B3pOCJlhIX 

nauaenros e COOTBeTCTBYIOIUHMH 3a6oneBaHH51MH. 

,n:JIH nenaarpaxecxax nauaenros e ITHf 11 afYC 11 secost Mettee 40 Kr nosa npenapara 

3n113ap11H onpenenaercx B 3aBHCHMOCTH OT Beca peôenxa: 

Bec nanaenra Ha'laJibHblÌÍ UHKJI <l>a1a nonaepacaaaroureä 'repanaa 

30 - < 40 Kr 600 Mr I pas B neneruo x 2 900 Mr Ha 3-i1 nenene; 3aTeM 900 Mr Ka)KJJ.bie 2 aenena 

20 - < 30 Kr 600 Mr I paa B aenerno x 2 600 Mr Ha 3-i1 aenene; 3aTeM 600 Mr Ka)KJJ.bie 2 aenena 

10-<20Kr 600 Mr I pas B nenerno x 1 300 Mr Ha 2-i1 aezìene; 3aTeM 300 Mr Ka)KJJ.bte 2 nenern: 

5 - <IO Kr 300 Mr I pas B uenerno x 1 300 Mr Ha 2-i1 aenene; 3aTeM 300 Mr xaxcaue 3 aenenu 

3KynH3yMa6 He 6b1Jl H3ytJeH npn npHMeHeHHH y rrau11eHTOB e Illlf H BeCOM Mettee 40 Kr. 

Bsrôop nossr 3KYJlH3yMa6a ,[{JlH ,naHHhIX nauaearon OCHOBaH Ha pe)l(HMe ,[{03HpOBaHHH 

3Kyn113yMa6a .1-lJUI. uau.11eHT0B e afYC 11 secov Mettee 40 Kr. 

3KyJlH3yMa6 He H3Y4aJICH B KJlHHH'·:leCKHX HCCJle,[{OBaHHHX y nereä e peòpaxrepnoä I'Mf H 
OHMAP. 

1IorronH11TeJ1hHOe sseneHHe nperraparn 

,n:nH aspocnsrx nauaeirroa e afYC, perppaxrepnoñ TMl", OHMAP 11 nereä e afYC rpeôyercs 

asenenae ztononnarem.noä ztoasr npenapara 3nH3apHH B cnyxae nposeneaaa nnaaaaóepesa, 
o6MeHHOro nepenasanaa IIJla3MhI HJlH BJlHBaHHH CBe)l(e3aMopO)l(eHHOH IIJla3MhI: 

IlpeAblAYLUaH ,z:i:onOJIHHTeJibHaH nosa BpeMH eeet1.enuH 
B11t1. npouenypsr nosa npenapara npenapara 3JIH3apuH AODOJIHHTeJibHOÌÍ A03bl 

3JIH3apHH nocne Ka~oìí npouenypst npenapara 3nu3apuH 

Ilnasaaòepea HJlH 
300 Mr Ha Ka)KJJ.bIH B 're-teane 60 MHHyr 

300 Mr nnaaaarpepea HJlH o6MeHHOe IIOCJle Ka)KJJ.Orü 
o6MeHHOe 
nepeJ111BaH11e 

nepenaaaaae I1Jla3Mbl nnaaaadiepeaa HJlH 
600 Mr Ha Ka)KJJ.bIH o6MeHHOrü nepeJlHBaHH51 

nJla3Mbl ~ 600 Mr 
nnaaaaòepes HJlH o6MeHHOe I1Jla3Mbl 
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nepennsaaae nJHl3MbI 

3a 60 MHHyr no 

TTepen11BaH11e 300 Mr Ha KIDKJlYIO en11H11uy nepen11BaH11H KIDK,IJ.OH 

caeaceaaaopoacexaoä ~ 300 Mr CBe)l(e3aMopO)l(eHHOH e}ll1Hl1Ubl 

nnasvsr nJla3Mbl cseacesaaopoaceaaoä 
nJla3Mbl 

KoHTpOJih B npouecce neuenas 

B xozre rre-renas nau11eHTOB e arYC HY)KHO KOHTpOJIHpOBaTb CHMnTOMhl TpoM60TiilfeCKOH 
MHKpOaHrnonaTHH (TMA) (CM. pasnen 4.4.). PeKOMeHL{yeTCSI nO)KH3HeHHOe nexeaae 
npenaparosr 3rr113ap11si:, 3a HCKJIIOlfeHHeM TeX crryuaea, xorzta ecrs Me,llHUHHCKHe nOKa3aHHSI 
L{JISI npexpauienaa ne-renas (CM. pa3L{eJI 4.4.). 

TT pa neaenan peòpaxrepnoä I'Mf', no HMeIOlllHMCSI L{aHHhIM, KJIHHHlfeCKHH OTBeT o6hl4HO 
.llOCTHraeTCSI K 12-H nenene ne-renas 3KYJIH3yMa6oM. Ilpexpauienae 'repanna cnerryer 
paccaarpasan, y nau11eHTOB, y KOTOpbIX HeT L{OKa3aTeJihCTBa repanearn-recxoro 3q>q>eKTa Ha 
12-tt aenene. 

Oco6b1e rpynnhI nau11eHTOB 

TTau11eHThI no)IŒrroro so3paCTa 

Ilpenapar 3rr113ap11si: MO)KHO naananars nanaenrav crapure 65 ner. 

Cneuaansaoro pe)KHMa .ll03HpOBaHHSI H coôruoneuus cneuaansasrx rrpeL{OCTOp0)KHOCTeÌ1 He 
Tpe6yeTCSI, XOTSI KJIHHHlfeCKHH onsrr nesenas B )TOH B03paCTHOH rpyrrrre orpanaxea. 

TTauHeHThl e HapyrneHHSIMH cpyHKll,HH ITOlfeK 

KoppeKU,HH .ll03hl npenapara 3JIH3apHSI B L{aHHOH rpyrrrre nauaearoa He TPe6yeTCSI. 

TTau11eHThl C HapyrneHHSIMH <pVHKll,HH rrelfeHH 

Cneuaansasrx HCCrrenoB'aHHH 3q>q>eKTHBHOCTH H 6e30ITaCHOCTH npenapara 3rr113ap11si: y 
rrau11eHTOB C HapyrneHHSIMH q>yHKUHH nesena He npoaortanocs. 

Cnoco6 np11MeHeH11si: 

EorrIOCHhIH cnoco6 BBeL{eHHSI npenapara crporo sanpeutea. TTp11MeHeH11e npenapara 
3JIH3apHSI B03MO)KH0 TOJlhKO nyreer BHYTPHBeHHOH HHq>Y3HH B COOTBeTCTBHH e OITHCaHHeM 
HH)Ke. 

I1HCTPYKUIŒ no rrpHrüTOBJieHHIO HHq>Y3HOHHOro pacrsopa rtperrapara OITHCaHa B pasnene 6.6. 

Ilpnroroanenauä pacrsop npenapara 3JIH3apHSI He06XO,llHMO BBOL{HTh nocpencraov 
BHYTPHBeHHOH HHq>Y3HH L{JIHTeJibHOCThIO 25-45 MHHYT (35 ± 1 o MHH)'T) y B3pOCJlhIX 
nauaenroa, H L{JIHTeJibHOCThIO OT I L{O 4 qacoB y L{eTeH B B03paCTe no 18 ner . 

.[{rrsi: BHYTPHBeHHOro BBeL{eHHSI nparoroanennoro pacrsopa npenapara 3JIH3apHSI Heo6XOL{HMO 
HCI10Jlh30BaTb cncuaansnsre HHq>Y3HOHHhie CHCTeMbI C KOHTporr11pyeMOH .llOCTaBKOH. Bo 
speMSI BBeL{eHH51 HeT Heo6XOL{HMOCTH 3aIUHIUaTb rrpHrüTOBJieHHhIH pacrsop npenapara OT 
CBeTa. 

l1Hq>Y3HOHHhlli pacrsop L{OJI)KeH HCI10Jlh30BaTbC51 cpasy rrocrre npHrüTOBJieHHSI. 
HeHCI10Jlh30BaHHhlli pacrsop ITOL{Jie)KHT YHHlfTO)KeHHIO. 

Ilocne OKOHlfaHHSI BBeL{eHHSI npenapara Ha6JIIO,lleHHe 3a nauaearov .ll0Jl)KH0 rrpO,llOJI)KaThCSI B 
re-renae 1 -raca. Ecna neaœnarensnsre SIBJieHH51 pa3BHBaIOTC51 BO BpeM51 BBeL{eHHSI npenapara, 
CKOpOCTh HHq>Y3HH MO)KeT 6hITh yMeHhllleHa BITJIOTh L{O ITOJIHOH OCTaHOBKH BBeL{eHHSI, no 
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ycvcrpemno apaxa. Ilpa yMeHbllleHHH CKOpOCTH BBe)leHH5l npenapara 3JIH3apm1 oôutee 
BpeM5l HH<py3HH He )l0Jl)KH0 npessnnarr, 2 -raca )lllil B3pOCJ1hIX nanaenroa H 4 -raca )lJI51 ztereä 
B aospacre no 18 ner. 

4.3. ßpOTHBODOK333HHß 

I'anep-ryacranrensnocn, K 3KYJIH3yMa6y HJIH K moôovy H3 BCTIOMOraTeJibHhIX 

aentecrs, nepenacnennsrx B pasnene 6.1. 

ÜTCYTCTBHe BaKUHHaUHH rrpOTHB Neisseria meningitidis (ecna HeT 

COOTBeTCTBYIOW:ett rrpo<pHJ1aKTJ1qeCKOH aHTH6HOTHKOTeparrHH B reseaae 2 aenens 
TIOCJie BaKUHHaUHH). 

AKTHBHM HH<peKUHH Neisseria meningitidis. 

4.4. Ocoñsie yxaaaaua " Mepbl npe~0CTopmKH0CTH npu npneseuenaa 

C OCTOQO)KHOCThIO 

yqJ1TbIBa5l MexaHH3M zteñcraaa npenapara 3JIH3aptt5I, OH )lOJI)KeH e OCTOpO)KHOCThIO 

naana-rarscs nauaerrraer e: 

aKTHBHhIMH CHCTeMHhIMH HH<peKUH5IMH; 

HapymeHH5IMH <pyHKUHH ne-rena (B CB5l311 C OTCYTCTBHeM KJ111HJ1qecKoro onsrra). 

Tepanas 3KYJIH3yMa6oM He OKa3bIBaeT BJ1115IH115l Ha annacrasecxaä KOMTIOHeHT aHeMHH y 

nanaearos e TIHr. 
MeHHHroKOKKOBM HH<peKgm1 

MexaHH3M )leHCTB115l npenapara 3JIH3apH5I npezmorraraer TIOBhIIIIeHHe pncxa pa3BHTH5l 

MeHHHroKOKKOBOH HH<peKUHH (Neisseria meningitidis) Ha cpoHe ero npaxreaeaaa. B xa-recrse 

naroreansrx MOryT paccraarpaaarscs JII06hie ceporansr, BKJII0qa5I 11 HeTHrrHqHbie, nanpavep, 

X. ,[{IDI Toro -rrofisr yxensmars Bep05ITHOCTh HH<pHUHpOBaHH5l, BCeM nauaearav He06XO)lHMO 

nposonars BaKUHHaUHIO nporna MeHHHroKOKKa 3a 2 He)leJIH no nanana repartan nperraparov 
3JIH3apH5I. Ilauaeirn,r, KOTOpbIM J1eqeH11e npenaparosr 3mnap115I 6hIJ10 naxaro panée, qeM 

qepe3 2 He)leJIH TIOCJie BaKUHHaUHH nporas MeHHHroKOKKOBOH HH<peKUHH, )lOJI)KHbl nonysarr, 

COOTBeTCTBYIOW:YIO rrpo<pHJiaKTH'-IeCKYIO aHTH6aKTepHaJihHYIO reparnuo B Te'-IeHHe 2 ncnens 
TIOCJie BaKUHHaUHH. Bee nannearsr TaK)Ke )lOJI)KHbl 6hITh peBaKUHHHpOBaHbl cornacno 

cymecrayrouma B P<l> craunapraa. PeKOMeH)lOBaHhl BaKUHHhl rrpOTHB cepOTHTIOB 

MeHHHroKOKKa A, e, Y, W135 tt B (eCJIH )lOCTYTIHa). B pane cnysaee BaKUHHaUH5I MO)KeT He 

OKa3aTb )lOCTaTO'-IHOro 3aw:HTHOro )leHCTBH5l. 

Ilpn nsrôope aHTH6aKTepHaJihHOro npenapara )lJ15l Jie'-IeHH5l MeHHHrHTa Heo6XO)l11MO crporo 

cnenonars O<pHUHaJihHhIM peKOMeH)laUH5IM. 

Heo6XO)lHMO rrpOHHCTPYKTHpOBaTb nauaenroa o TOM, '-ITO npa TIOBhIIIIeHHH revneparypsr 
rena, pa3B11TH11 roJIOBHOH 60J111 B CO'-IeTaHHH e JIHXOpa,ll;KOH 11/HJIH p11rH)lHOCThIO MhIIIIU 

3aTbIJIKa nna CBeT0605l3HH, OHM )lOJl)KHbl HeMe)IJleHHO o6paTHThC5l 3a Me)IHUHHCKOH 

TIOMOW:hIO, TaK KaK 3TO MoryT 6bITh rrpH3HaKH MeHHHroKOKKOBOH HH<peKUHH. 

Ilpyrne cttcTeMHhie HH<peKg1111 

MexaHH3M )leHCTBH5l rrpenapara 3JIH3ap115I TaK)Ke rtpennonaraer B03MO)KHOCTh aKTHBH3aUHH 

JiaTeHTHOH HH<peKUHH, XOT5I zraaasie KJIHHH'-IeCKHX HCCJie)lOBaHHH He Bhl51BHJ1H pa3JI11'-IHH B 

'-IaCTOTe, T5l)KeCTH HJIH J10KaJIH3aUJ,H1 HH<peKUHH y naunerrroa, TIOJIY'-IaBillHX 3KY J1H3yMa6 H 
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nnaueôo. TeM He Mettee nauaetrrsr )].OJI)l(Hhl 6hITh npezrynpezcneasr o B03M0)1(HOCTH 

aKTHBH3aUHH HH<peKUHH Ha q:>OHe Jie4eHH51 npenaparox 3JIH3apH51 H ee B03MO)l(HhIX 

CHMilTOMax. 

11HcbV3HOHHhie peaKUHH 

BttyTpHBeHHOe aseneaae npenapara 3JIH3apH51, KaK H aseneaae npyrnx 6eJIKOBhIX 

npenaparos, MO)KeT cortposoxotarsca peaKUH51MH r11nep4YBCTBHTeJ1hHOCTH, BKJHOY.éUl 

anaq:>HJiaKCHIO. HecMOTp51 Ha OTCYTCTBHe KJIHHHYeCKHX ,naHHhIX o pa3BHTHH Il0.[{06HbIX 

peaKUHH npa JieYeHHH 3KYJIH3yMa6oM, B cnyxae pa3BHTH51 T51)KeJIOH HH<pY3HOHHOH peaKUHH 

asenenae npenapara )].OJI)KHO 6bITh npexpaineno H Ha3Ha4eHa CHMilTOMaTHYeCKM TepaITH51. 

11MMVHOreHHOCTh 

HH3KHH THTP aHTHJieKapcTBeHHhIX aHTHTeJI (AJIA) onpe,neJI51JIC51 y nauHeHTOB KaK Ha q:>OHe 

neYeHH51 3KYJIH3yMa6oM (3,4 %), TaK H npn norryseaan nnaueôo (4,8 %). Y 3 % nau11eHTOB e 

afYC, rronyYaBIJJHX 3KYJIH3yMa6, aaperacrpaposano Il051BJieHH.e aHTHTeJI K npenapary. 

B I cnyxae H3 I 00 (I %) y nauHeHTOB e afYC saperacrpapoaaao no51BJieHHe 

HeHTpaJIH3YIOIJ.{HX aHTHTeJI. Y nauHeHTOB C peòpaxrepnoä I'Mf B pasncax KJIHHHYeCKHX 

HCCJie,noBaHHH He 6hlJ10 BhUIBJieHo aHTHTeJ1 K npenapary nocne 26 neztens aKTHBHOro JieYeHH.51. 

B nnaueôo-xoatponapyeaoa nccrrenosaaaa y nau11eHTOB e OHMAP y 2/96 (2 %) rrau11.eHTOB, 

nony-rasurax ne-ieaae 3KYJ1H3yMa6oM onpenenanacs HenOCT051HHbie aHTHJieKapCTBeHHhie 

aHTHTeJia B HH3KOM THTPe 6e3 HeHTpaJIH3YIOIJ.{eH aKTHBHOCTH. He oônapyxceno KOppeJUIUHH 

Me)K,ny THTpOM AJIA H KJIHHHYeCKOH 3<p<peKTHBHOCThIO npenapara HJIH ero rro604HhIM 

,neHCTBHeM. 

l1.i\.1MVHH3aUH51 

BaKUHHaUH.51 MO)KeT )].OilOJIHHTeJibHO aKTHBHpOBaTh KOMTIJ1eMeHT, B peaynsrare Yero y 

nauaearoa e xoxmrresïenr-orrocpeztoaaaasn-ra 3a6onesaHH51MH, BKJIIOYM TIHf, afYC, 

perppatcrepnyto I'Mf 11 OHMAP, MoryT yc11J1HBaThC51 npoasneaas ocaosnoro 3a6oneBaHH51, 

TaKHe KaK reMOJ1H3 (y nauHeHTOB e TIHf), TMA (y nauHeHTOB e afYC), 06ocTpeH11e 

perppaxrepnoñ I'Mf HJ1H penamœ CHMITTOMOB OHMAP. Tio3TOMY nocne peKoMeH,noBaHHOH 

BaKUHHaUHH nauaearsr )].0J1)1(Hhl HaXO)].HThC51 ITO)]. Tll{aTeJ1bHhIM naônronenaere )].JUI BhUIBJleHH.51 

CHMTTTOMOB 3a6oneBaHH51. 

,[(o nasana Tepan1111 npenaparoa 3nH3apH51 scev nauaearav e TIHr, afYC, pedipaxrepaoä 

I'Mf H OHMAP peKOMeH,nyeTC51 npOHTH IlOJIHYIO BaKUH.HaUHIO B COOTBeTCTBHH C 

HaUHOHaJlhHhIM xanennapea nposeneaas npO<pHJ1aKTH4eCKHX rrpHBHBOK. Kpowe Toro, no 

Kpa0tte0 Mepe 3a 2 nenenn no nasana neYeHH.51 npenaparov 3n113ap1151, scev nanaearav B 

o6513aTeJ1bHOM nopsznce )].0J1)1(Ha 6hITh asenena MeHH.HroKOKKOBM BaKUHHa. PeKOMeH)].OBaHbl 

BaKUHHhl npOTHB ceporanos A, e, Y, WI 3 5 11. B ( eCJIH )].OCTYITHa) )].JUI npO<pHJ1aKTHKH 

MeHHHroKOKKOBOH HH<peKUHH. 

Ilauaenrsr MOJ10)Ke 18 ner )].OJI)l(Hhl 6bITh BaKUHHHpOBaHbl TaK)Ke npOTHB reMO<pHJ1hHOH 

IlaJIOlfKH H ITHeBMOKOKKa B CTpOroM COOTBeTCTBHH e HaUHOHaJihHhIM xaneanapev npHBHBOK. 

AHTHKoarymœTHM TepanH.51 

PeKOMeH,nau1111 no nposenemno aHTHKOaryJ151HTHOH repanna He )].0J1)1(Hhl H3MeH51ThC51 B CB513H 

e Ha3HaYeHHeM nperrapara 3n113apH51. 

TeparrH.51 HMMVHO,llenpeccaHTaMH H aHTHXOJIHH3CTepa3HhIMH rrperrapaTaMH 
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ITau:i-1:eHThI e pedipaxrepnoä I'Mf B pasncax KJIHHHqecKHX HCCJie,IJ;OBaHHH npenapara 

3KYJIH3yMa6 rrpO}];OJI)KaJIH ne-reaae HMMYHO,IJ;errpeccaHTaMH H aHTHXOJIHH3CTeproHhIMH 

npenaparava. B pasrxax OTKphITOro }];OIIOJIHHTeJibHOfO HCCJie,IJ;oBaHml 47 % nauaenrau 
CHH3HJIH cyro-myto }];03Y, KaK MHHMMYM, O}];HOfO HMMYHO}];errpeccaHTa TIO np11q11He 

oôner-reuas CHMIITOMOB Mf npn nexeaaa 3KyJI113yMa6oM. ITpH CHH)KeHHH }];03hI HJIH 

npexpamenaa npaeva HMMYHO,IJ;enpeccaHTOB H aHTHXOJIMH3CTepa3HhIX npenaparoa cnezryer 

BHHMaTeJihHO CJie,IJ;HTh 3a npH3HaKaMH o6ocTpeHH51 aaôoneaanaa y nauaetrroa. 

ITauHeHThI e OHMAP, npHHHMaaurne yxacrae s KJIHHHqecKoM HCCJie}];oBaHHH, npoziorosana 

ne-renae conyTcTByIOmHMH HMMYH0,1J;errpecc11BHhIMH npenaparasor Ha cpoHe 'repanaa 

3KYJIH3yMa6oM. Cnyxaa OTMeHhI HMMYHOJ];errpeccHBHOH TepaIIHH B XO}];e HCCJie}];OBaHH51 He 

aHaJIH3HpOBaJIHCh. 8 crryxae OTMeHhI HJIH npa CHmKeHHH nossr HMMYH0,1J;errpecc11BHOro 

npenapara Heo6XO,IJ;HMO BHHMaTeJihHO CJie,IJ;HTh 3a npH3HaKaMH HJIH CHMIITOMaMM 

norennaansnoro peUH,IJ;HBa OHMAP. 

Jla6oparnpHhIH KOHT0OJih npu neqeHHH rrauueHTOB e ITHf 

y nanaenros e ITHf Ha cpoHe JieqeHH51 npenaparov 3Jil13apH51 }];JI51 KOHTpOJI51 Bhipa)KeHH0CTH 

BHYTPHCOCY}];HCTOro reMOJIH3a Heo6XO,IJ;HMO onpenenenae aKTHBHOCTH naxrarneraztporeaaasr 
B ChIBOpOTKe KpOBH. ITpH Heo6XO,IJ;HMOCTH KoppeKUHH ztoasr B nepaozt IIOMep)KJ1BaIOIUeÌ1 

Tepan1111 -racrora saeneaas npenapara, onpe,1J;eJI51eMa51 paMKaMH 14 ± 2 }];H51, MO)l(eT 6hITh 

yaenaxena }];O l pasa Ka)K,IJ;hie 12 zmeñ. 

Jia6oparnpHhIH KOHT0OJih rrpu neqeHHH rrauueHTOB e afYC 

Y nauaearoa e afYC Ha cpoHe nesenas nperraparoa 3JIH3apm1 KOHTpOJih 3a TMA .UOJI)KeH 

ocymeCTBJI51ThC51 e IIOMOIIlhlO peryJI51pHOfO MOHHTOpHHra KOJIHqecTBa TpoM60UHTOB, 

aKTHBHOCTH naxrarneranporenaasi H KpeaTHHHHa B ChIBOpOTKe KpOBH. ITpH Heo6XO.UHMOCTH 

KoppeKUHH nossr B nepnozr IIOMep)l(HBaIOIUeH reparnra, qacTOTa BBe,IJ;emŒ npenapara, 

onpenenaeraas paMKaMH 14 ± 2 }];H51, MO)KeT 6bITh yaenaxena }];O 1 pasa Ka)l(,IJ;hie 12 }];HeH. 

ITpeKparueHHe neqeHH51 nauueHTOB e ITHf 

ITauHeHThI, y KOTOphIX repanns nperraparov 3JIH3apM51 ôuna npexpamena, }];OJI)KHhI 

HaXO}];HThC51 TIO}]; Me,IJ;HUHHCKHM Ha6JIIO,IJ;eHHeM }];JI51 oôecneseaas KOHTPOJI51 3a 

HHTeHCHBHOCThlO BHYTPHCOCY,IJ;HCTOfO reMOJIH3a. ITpH3HaKaMH rsaœnoro reMOJIH3a 51BJI51IOTC51: 

noasnnenae aKTHBHOCTH JILJ:f B ChIBOpOTKe KpOBH asnne, qeM }];O uaxana TepanHH nperraparora 
3JIH3apH51, B COBOKYIIHOCTH e O,IJ;HHM H3 cnezryiourax IIOKa3aTeJieH: CHH)KeHHe ôonee qeM Ha 

25 % nonyJI51UHH KJieTOK ITHf (npa OTCYTCTBHH 3cpcpeKTa pa3Be,IJ;eHH51 B crryxae 

reMOTpaHccpy3HH) B reueaae 1 He,IJ;eJIH HJIH pansure; KOHUeHTpaUH51 resrornoñana MeHee 50 
r/JI HJIM ee CHH)KeHHe ôonee qeM Ha 40 r/JI 3a 1 He,IJ;eJIIO HJIM pansure; II051BJieHHe CTeHOKap}];HM 

HJIH aapacraaae ee T51)KeCTH; aapyurenaa IICMXHKH; nonsnuenae KOHUeHrpaUHH KpeaTHHMHa 

B KpOBH Ha 50 % HJIH TpoM603. Ll:JIHTeJihHOCTh Ha61110,1J;eHH51 3a nauaerrrasœ TIOCJie 

npexpaureaas JieqeHH51 npenaparov 3JIH3apH51 }];OJI)l(Ha COCTaBJI51Th He MeHee 8 aencns. 
8 cnysae II051BJieHH51 npM3HaKOB rsaœnoro reMOJIH3a IIOCJie npercpautenas 'repanaa 

peKOMeH.uyeTC51 Ha3HaqHTh nepenasaaae KpOBH (3pHTpOUHTHOH MaCChI) HJIH nposecra 

o6MeHHYIO reeaorpaactpyaaro B TOM crryxae, eCJIH no ,IJ;aHHhlM nporo-moñ UHTOMeTpHM 

nonyJI51UH51 KJieTOK ITHf > 50 % OT acero KOJIHqecTBa 3pHrpOUHTOB, a TaK)Ke Ha3HaqHTh 

aarnsoarynarrru, KOpTHKOCTepOH}];hl HJIH B0306HOBHTh reparnno npenaparov 3JIH3apH51. 

LJ:aHHhie Ha6mo}J;eHH51 3a 16 nauaetrrawa e ITHf, y KOTOphIX repanax 3KYJIH3yMa6oM ôsrna 
npexpaurena, He BhUIBHJIH y HHX ycHJieHH51 HHTeHCHBHOCTH BHyrp11cocy,1J;MCTOro reMOJIH3a. 
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ITpeKpamemœ rreqemu1 rrau11eHTOB e afYC 

Ilocne OTMeHhI ne-renna 3KY11113yMa6oM y HeKOTOphIX rrau11eHTOB e afYC 6bIJ10 orxse-ieno 
B0306HOB11eH11e C11MIITOMOB TMA, B rrep110.u OT 4 ,llO 127 He.uerrh rroc11e rrpeKparn,eH1151 
Tepan1111. B KJ111H11qeCKl1X 11cc11e.uoBaHl1HX B oôrneä C110)KHOCTl1 61 nauaear e afYC (113 Hl1X 
21 pe6eHOK) npeKpaTl1J111 np11MeHeH11e 3Ky11113yMa6a, nepaozi naôruonenas 3a Hl1Ml1 B cpeznrea 
COCTaBl1Jl 24 neztena. Ilocne npexpauieaas 11eqeHl151 y 12 nau11eHTOB 6hlJ10 sarpaxcaponano 
nsrnannars cepsesnsrx ocJIO)KHeH11tí:, CBH3aHHhIX e B0306HoBnemreM TMA. Eme nsa cnyxas 
raaœnsrx np051B11eHl1H TMA B03Hl1KJIM y 2 nau11eHTOB, xoropsre norry-rana 3KYJIM3yMa6 B 
6011ee H113KOH nose - BHe yraepacaeaaoro pe)Kl1Ma ,ll0311pOBaHl151. Cepseaasre npoxaneaas 
TMA uaôrnoztanacs y rrau11eHTOB, He3aBl1CMM0 OT Toro, 6hlJll1 J111 y HMX BhUIBJieHhI 
renerasecxae MyTau1111, BhICOK11H p11CK norr11Mopqm3Ma MJUI ayroaararena. Y 3T11X nanaenros 
B03Hl1KJil1 norrorraarensusre cepsesnsre Me,ll11U11HCKl1e OCJ10)KHeHl151, B TOM qJ1C11e: pesxoe 
yxy znnenae q¡yHKu1111 nosex; 3a6011esaH11H, rpeôyrouiae rocrurranasainor; 11 
nporpeccnponanae xpona-recxoä ôonesaa nosex (XEIT) no TepM11HaJlhHOH cranna no-re-nroä 
nenocraro-nrocra, rpeôytomeä nponezrenaa xponasecxoro reuonaanasa. 
HecMOTpH Ha B0306HOBJieH11e ne-renas 3KY11113yMa6oM, y ormoro nauaenra pa3B11110Ch 
nporpeccnpoaanne COCTOHHl151 no TepM11HaJlhHOH CTa,lll111 nose-moä He,llOCTaTO':IHOCTl1. 
ITau11eHThI e afYC, KOTOphIM npexparnna ne-renae 3Ky11113yMa6oM, .UOJI)KHhI Haxo.a11ThCH non 
Me,ll11U11HCKl1M naômoneaaes, ,llJIH oôecne-renaa KOHTpOJIH 3a np113HaKaMl1 11 Cl1MilTOMaMl1 
TH)KeJihIX OCJ10)KHeH11H TpoM60T11qecKOH M11KpOaHrnonaTl111. MoHl1TOp11Hra MO)KeT 6bITh 
nenocrarouno ,llJIH npeztcxaaanas 111111 npenornpamenas TH)Ke11hIX npOHBJieHl1H 
rpovêora-recxoä M11KpoaHr11onaT1111 y nau11eHTOB e afYC nocrre OTMeHhI npenapara. 

ITpI13HaKaMl1 rrpOHBJieHl1H TMA nocne OTMeHhI 3KYJil13yMa6a 51B11HIOTCH: (1) moôue zrsa 111111 
noBTOpHO BhŒBJIHIOLUeecH 113MeHeH11e ormoro 113 cnenyioutax noxasarerreä: CHl1)KeH11e q11crra 
TPOM60U11TOB Ha :::; 25 % no cpaBHeHl1IO e 11CXO,llHhIM 3HaqeH11eM 11JII1 MaKCl1MaJlhHhIM ':111CJIOM 
TpoM60U11TOB BO BpeM51 ne-reuaa 3KYJil13yMa6oM; yBe1111':leH11e KOHUeHTpau1111 xpearanana B 
ChIBOpOTKe Ha ~ 25 %, no cpaBHeHl1IO e 11CXO,llHhIM 3HaqeHl1eM 111111 Ml1HHMaJlbHhIM ypoaaev 
BO BpeMH Tepan1111 3KYJIM3yMa6oM; 11J111 ysenavenae CbIBOpOTOqHOH aKTl1BHOCTl1 n,n:r Ha 
~ 25 % no cpaBHeHl1IO e 11CXO,llHhIM 3HaqeHl1eM 111111 Ml1Hl1MaJlhHhIM 3HaqeHl1eM BO speMH 
Tepan1111 3KyrrmyMa6oM; MJil1 (2) rnoôoä 113 crrenyIOIU11X Cl1MnTOMOB: 113MeHeH11e ITCl1X11KM, 
cyzropora, CTeHOKap,ll1151, O,llhIIIIKa, TPOM603. 

B crryxae pa3B11Tl151 TH)KeJihIX 
3KY 11113yMa6oM, peKOMeH.uyeTC51 

ocnoacaenaä 
B0306HOBl1Th 

TMA nocrre npexpamenas nenenas 
Tepan11IO 3KYJI113yMa6oM, Ha3Haq11Th 

nonnepxoraaiomee ne-renae e nOMOIUhIO nnasvaòepesa 11J111 o6MeHHhIX nepemœanaä Il11a3Mhl 
111111 COOTBeTCTBYIOIUYIO cneuadia-recxyio nonnep)K11BaIOIUYIO Tepan11IO, BK11IO':IM 
reMO,lll1aJ1113, 11CKYCCTBeHHYIO BeHT11JIHU11IO nerxnx 11J111 aHTl1KOaryrrHHTHYIO Tepan1110. 

f1peKpameH11e 11eqeH11» peq>paKTepHotí: rMr. 

Hcno11h30BaH11e 3KY11113yMa6a np11 11eqeH1111 peq¡paKTepHOH rMr npoBO,lll1J10Ch TOJihKO B 
ycnonaax ,llJ111TeJihHOro rrp11MeHeHl151. Heo6XO,lll1MO BHMMaTeJihHO cnernrrs 3a COCTOHHl1eM 
nau11eHTOB, npeKpaT11BIIIl1X np11MeHeH11e 3KYJil13yMa6a, ,llJIH CBOeBpeMeHHOro BhŒBJieHl1H 
np113HaKOB 11 Cl1MnTOMOB yxy ,llIIIeHl1H COCT0HHl151. 

ITpeKpameH11e rreqeH11H OHMAP 

ITp11MeHeH11e 3Kyrr113yMa6a .UITH 11eqeH11H OHMAP ouenasanocs TOJihKO B pe)K11Me 
nnarensnoro np11MeHeHl1H 11 3q>q>eKT nocne OTMeHhI nesenaa noxa He ormcaa. Heo6XO,lll1MO 
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BHl1MaTeJibHO CJie)].11Tb 3a COCTOHHl1eM rrau11eHTOB, npexparaaumx rrp11MeHeH11e 3KY Jil,f3yMa6a, 
)].JIH CBOeBpeMeHHOro BbUIBJieHl151 rrp113HaKOB 11 Cl1MITTOMOB ofiocrpenna OHMAP. 

BcrroMoraTeJibHbie BemecTBa 

.D:aHHbIM npenapar correpaorr 5 MMOJib (115 Mr) narpns Ha 0)].11H q)JiaKOH. Heoôxonavo 
Y411TbIBaTb nauaetrrasr, HaXO)].HlUl1MCH Ha ,n11eTe C orpaH111.J:eH11eM nocrynneuas HaTplUL 

4.5. B3aHMOJJ.CHCTBHe e JJ.PYfHMH JieKapCTBCHHhlMH npenaparasra H npyrue 4>opMhl 

B33HMOJJ.CÌÍCTBHH 

Hccnenonaaaä ITO 113yqeHl1IO B3füfMO,neMCTBMM 3KYJil13yMa6a He rrpoBO)].MJIOCb. 

Ilpenapar 3n113ap11H norrycxaercs CMeIII11BaTb TOJihKO e 0,9 % pacrsopoa HaTp11H xnopnna, 
0,45 % pacrsopoa HaTpHH xnopana 11Jil1 5 % pacrsopoa ztexcrpoasr (rnIOK03bI) )].JIH 11HbeKU11M. 

,[(JI11TeJibHOe Jie1.J:eH11e npenaparava qeJIOBel.J:eCKOro l1MMyHorno6yn11Ha (IVlg) MO)KeT 
CHl1)KaTb KOHUeHTpau:1110 3KYJil13yMa6a B KpOBl1 rrau11eHTOB B Cfül311 e MeXaHl13MOM 
6noK11poBaHm1 peuerrropa F cRn. Hccrrenoaanaä nexapcrseaaoro B3a11Mo,neiicrn11H 
3KYJil13yMa6a y nauaearos, KOTOpbIM rrp11MeHHJil1Cb npenaparsr IVIg, He rrpoB0)].11JIOCh. 

4.6. <l>epTHJihHOCTh, 6epeMeHHOCTh H JI3KT3U,HH 

)KeHIU11Hbl penponyxmauoro aospacra )].OJI)KHbl 11CITOJib30BaTb Ha)].e)KHbie MeTO)].bl 
KOHTpauerru:1111 BO BpeMSI Jiel.J:eHl151 npenaparov 3JIM3apM51 11 B Te1.J:eH11e 5 MeCHUeB ITOCJie ero 
3aBepIIIeHl151. 

EepeMeHHOCTb 

He rrpOB0)].11JIOCb KOHTPOJI11pyeMhIX 11CCJie,noBaHl1M rrpenapara 3KYJil13yMa6 y 6epeMeHHbIX 
)KeHIU11H. OrpaH111.J:eHHhie ztaaasrc rrp11MeHeHl1H 3KYJil13yMa6a npn 6epeMeHHOCTl1 (Mettee 300 
MCXO)].OB 6epeMeHHOCTM) YKa3bIBaIOT Ha OTCYTCTBl1e B03,ndí:CTBM51 Ha qacTOTY pncxa 
ITOBpe)K)].eHMM ITJIO,na 11/11n11 3M6pMOTOKCl11.J:HOCTl1. 

I13BeCTHO, 1.J:TO qeJIOBe1.J:eCKl1M 11MMYHOrno6yJIMH G (IgG) npoxoznrr -repes nnanearapasrä 
öapsep, B CB51311 e 1.J:eM 3KYJil13yMa6 cnocoôen l1Hrn611poBaTb TepMMHaJibHYIO aKTHBHOCTb 
KOMITJieMeHTa B KpOBM nrrona. Ilpenapar 3nM3apH51 He cnezryer npawenars BO BpeMH 
6epeMeHHOCTH, 3a l1CKJII01.J:eH11eM Tex cnysaea, xorna ITOJib3a .nm MaTep11 npessnnaer 
B03MO)KHblM p11CK .nm nriona. 

JlaKTaU1151 

He ycTaHOBJieHO, npoaaxaer JIM 3KYJil13yMa6 B rpyzmoe MOJIOKO, HO, e yqeTOM ITOTeHUHaJibHbIX 
nezœnarensnsrx 3cpcpeKTOB npenapara, peKOMeH,nyeTCH OTMeHl1Tb rpyzmoe BCKapMJIHBaH11e BO 
BpeMH nexeaas npenaparov 11 B 're-renae 5 MeCHUeB nocne ero 3aBepIIIeH11si:. 

<l>epT11JibHOCTb 

B xozte nposeneaasrx accnenosaaañ He nonyseno ,naHHhIX o BJIMHH1111 Ha MY)KCKYIO 11 
)KeHCKYIO cpepTMJibHOCTb. 

4. 7. ßJIHHHHe "ª cnocoñnocrs ynpaBJIHTh 'rpaacnoprusrwn cpeJJ.CTB3MH H 

pa60T3Th e MexaHH3M3MH 

Jlexeaae npenaparou 3n113ap11H He BJil1HeT Ha cnocoôaocrs K ynpaanemno TPªHcnopTHbIMM 
cpeztcrsaraa 11 11CITOJib30BaHMIO MexaHl13MOB, TeM He Mettee, Y4MTblBM B03MO)I<HOCTb pa3Bl1TM51 
neacenarensnsrx peaKU11M Ha cpoHe ne1.J:eHl1H npenaparosr (nanpmaep, roJIOBHM 60Jib, 
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ronosoxpyaœaae, cnaôocrs ), HY)KHO npoaanart. ocoôyro OCTOpO)KHOCTb npa ynpaaneana 
aBTOM06HJieM H paôore e MexaHH3MaMH. 

4.8. Hezcenarensmae peaKUHH 

Pe3IOMe He)KeJiaTeJibHhIX peaKU,HH 

.[J;aHHhie no 6e3onacHOCTH 3KYJIH3yMa6a 6hIJIH nonyxensr H3 31 KJIHHHqecKoro HCCJie.[{OBaHH51, 

B KOTOpbIX nexenue npenaparov nony-mna 1 503 nauaeura e pa3JIHqHbIMH KOMIIJieMeHT 

onocpeztoaaansnra 3a6oJieBaHH5IMH, TaKHMM KaK TIHr, arYC, perppaxrepnas rMr, OHMAP. 

Haaôonee l.faCTI,IM aeacenarensnsoa 5IBJieHMeM npn neseaaa 3KYJIH3yMa6oM 51BJUIJiaCb 

rüJIOBHM 60Jib (orae-ianacr., rnaBHbIM o6pa30M, B nasansnoa UMKJie repanaa). Haaôonee 
T51)KeJibIM aesœnarensusra 5IBJieHMeM 51BJUIJIC51 MeHMHfOKOKKOBbIH cenette. 

Ta6JIHqHoe pe3IOMe He)KeJiaTeJibHbIX peaKUMH 

Haxœ npencrasnensr CBO,UHbie nanasre o neacenarensusrx peaKUH5IX, OTMeqeHHbIX B xone 
KJIHHHlfeCKHX HCCJie,UoBaHHH npenapara 3KY JIH3yMa6, a TaK)Ke B IIOCTMapKeTHHrüBOM rrepnozte 
y nanaearos e TIHr HJIH arYC, perppaxrepnoä I'Mf H OHMAP, B COOTBeTCTBHH e 

nopaacenaev opranos H cacrew opranos (MedDRA) u xnaccmpaxauaeä B03 no -racrore 
BCTpeqaeMOCTH: «oseas qacTO» (2::1/10); «xacro» (2::1/100, <1/10); «aexacro» (~1/1000, 
<1/100); «pe,UKO» (2::1/10000, <1/1000). 

Opraasr u cucTeMhl Oseas qaCTO Heuacro Pemco 
'laCTO 2:1/100, 2:1/1000, 2:1/10000, 

2:1/10 <1/10 <1/100 <1/1000 

Hndiexuuu u W-t6Cl3UU TTHeBMOHm1, Mem-lHrOKOKKOBföl Acneprannes", 
11H<peKU1111 11H<peKu11Hª, cencac, apTp11T 

sepXHl1X cenT114eCK11H WOK, ôaxrepuam.auä", 
nsrxarensaux nep11TOHl1T, rOHOKOKKOBble 

nyreä, 6püHXl1T, 11H<peKU1111 HIDKHl1X 11H<peKU1111 

uasodrapaarar, nuxarensuux yporeaaransuoro 
11H<peKU1111 nyreñ, 6püHXl1T, rpaicra, 11H<peKU1111, 

M04eBb1B0)].Hl.Ul1X rp116KOBbie Bbl3bIBaeMbie 

nyreñ, repnec 11H<peKU1111, Haemophilus 
CJIH311CTOH s11pycHbte injluenzae, 
oôono-uca nonocrn 11H<peKU1111, 11MneT11ro, 

pm a6cueccC, r11Hrl1Bl1T 

BOCnaJ1eH11e 

no)].KO)KHOH 

)1<11püBOH 

KJieT4aTKl1, rpunn, 
)KeJiy)].04HO- 

K11We4Hble 

11H<peKU1111, U11CTl1T, 

11H<peKu1111,c11Hyc11T 

l/f,06p0Ka,1ecm6ennb1e, M11eno)].11cnnacT114e 

3J/0KQl/eCIJ16eNNb/e U CKl1H Cl1HJJ.püM, 

neymounennue MeJiaHOMa 

fl06006pCl306Gf/U51 
(exmonan xucmu U 
nonunu) 

9 



JITI-N2(000140)-(Pr-RU)-160522 

Hapyuœuusi co cmoponu Jleüxorteaaa, TpoM6ou11ToneH11ll feMOJ1113*, 

KpO6U U llUMqJQll1Ul/eCKOÙ aHeMl1ll J111M<poneHl1ll uapyurenae 
cucmestu caeprunanas 

Kp0B11, 

arrruoranauan 
3p11TPOU11TOB, 

xoarynortarua 

Hapytuenust co cmoponu AHa<p11naKT11'-!ecK11e 

uuuyunoù cucmeuu peaKu1111, peaKu1111 

nOBbIWeHHOH 

4YBCTBl1TeJlbHOCTl1 

3uòoKpumtbze Farteprupeos 
uapytuenust 

Hapyuœuus CHm1œH11e 

uemaôonusua u armerirra 
numauun 

Il cuxuuectcue EìeccOHH11Ua )],enpecc11ll, Heo6bI'-IHb1e 

ipaccmpoùcmea ôecnoxoäcrao, CH0B11.D.eHl1ll, 

nepenanu uapyureaua CHa 
HaCTpüeH11ll 

Hapytueuun co cmopouu ÍOJlOBHall f OJlOBOKpy)KeH11e, Ilapecresaa, Ü6MüpüK 

uepeuoù cucmeuu 60J1b .D.11creB3llil rpevop 

Hapyiueuun co cmopouu 3aTyMaHeHHOe Pa3JJ.pa)KeH11e 

opeaua spenus 3peH11e KOHblOHKTHBbl 

Hapytueuun co cmopotiu 3BOH B ywax, 

opzaua cnyxa u aepraro 
naôupuuma (secraôynspaoe 

ronosoxpyaceaae) 

Hapytueuun co cmopottu ÜI..UyJ..UeH11e 

cepàua cepnueôaeaas 

Hapyuieuun co cmopottu Aprepaansuax 3J10Ka -recraeauaa Ít:Ma'l'OMa 

cocyòoe raneprensaa ranepreaaaa, 
aprepaam.aas 
r11noTeH311ll, 

« n p 11Jl 11 Bbl», 
BeH03Hble 

napyureuax 

Hapyuœuun co cmoponu Kaurens, 60J1b B )],11cnH03, HOCOBOe 

ouxamensnoù cucmeuu, ropraaa 11 rJlOTKe KpOBOTe'-1eH11e, 

opeanoe epyànoù «nemsu nepurenue B ropne, 

u cpeàocmeuun 3aJ10)KeHHOCTb HOCa, 

paaopes 

)/(e11yòo1tHO-KUUtel/Hble Eons B )Kl1BOTe, Bsnyrae )K11ßOTa, f acrpossodiarean b 

uapytueuun .u11apell, TOWHOTa, sanop, nacnencua HblH perprnoicc, 60J1b 

pBOTa s necuax 

Hapytueuun co cmopouu )Kenryxa 
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neueuu u 
»cenueeueoànuiux nymeù 

Hapytuenust co cmoponu 
KO:JICU u noÒKO:JICNOÜ 

KJ1e111•1amKu 

Anoneuas, Kpanasuaua, ,lJ;epMaTHT' 

KO)l(HblH ayn, epareva, neTex1111, napyureuae 

xoaoras csms ranepranpos, narveirrauaa K0)l(H 
cyxocrs K0)1(11 

Hapytuenus co cmopouu 
uuuieunoù. cxenemuoù u 
coeàunumem.uoù mxauu 

ApTpaJJrHH, 

Ml1aJJfl1H 

Mb1We4Hb1e 

Cfia3Mbl, 60JJb 

K0CTHX, 60JJb 

B 

B 

cnaae, 6oJJb B wee, 

np11nyXJJ0CTb 

cycrasoa, 60JJb B 

K0He4H0CTHX 

Tp113M 

Hapyuœuun co cmopouu 
nose« U ,l10l/eßblßOÒRU/UX 

nymeù 

Hapyureaae 
cpyHKU1111 no-iex, 
,n113yp11H,reMaTyp11H 

Hapyuœuus co c1110p0Hbl 
penpoôyxmuenoù 
cucmeuu u MOJIOl/flbIX 

;;1ceJ1e3 

CnoHTaHHaH 

3peKU11H 

Hapyurenne 
MeHcTpyanbttoro 

UHKJJa 

O6u¡ue napyuœnus u 
peaxuuu ß Meeme 

eeeàenun 

TToBblWeHHaH 

reaneparypa, 
YT0MJJHeM0CTb, 

rpannorronoôasrä 
CHH,Up0M 

ÜTeK, ,UHCKOM(püpT 3KCTpaBa3aUHJI, 

B rpy.D.HOH KJJeTKe, napecresaa B MeCTe 

acTeHHH, 60JJb B BBe,UeHHH, 

06nacT11 rpynaoä ouiyuienae «xcapa» 
KJJeTKl1,03H06,6oJJb 

B MeCTe BBe,UeHHH 

Jlaôopamopuue u 
uncmpyueumansuue 
àaunue 

Iloasnueuae TToJJO)l(HTeJihHaH 

aKTHBH0CTH npo6a Kyvôca'' 
acnapraravaaorpan 
crpepasu, 
noasnuenne 
aKTl1BH0CTl1 

aJJaHHHaMHH0TpaHC 

cpepa3bl, raMMa 

rnyraaanrpaucdiep 
assr, CHIDKeH11e 

revornofiaua 11 

reMaT0KpHTa 

Tpaeuu, Ullll10KCUKGifUU 

u OCJIO:JICl/el/UR npoueàyp 

Hecrteujnpa-recxae 
peaKU1111 B MeCTe 

BBe,UeHHH 

* - nonpoôaue CBe,UeHl151 npencraanensi HIDKe B nonpasnene «On11caH11e 0T,UeJJbHblX nezcenarensastx 

peaxuuä»; 
a 
- MeHHHrüK0KK0Bble 11HcpeKU1111 BKJJI04al-OT CJJe,nylOW.YIO rpynny: MeHHHrüKOKKOBblH cencuc, 

MeHHHrüKOKKOBblH MeHHHrHT, HeÌ1ccep11aJJbHaH 11HcpeKUHH; 
b - noôo-urue peaKU1111, asraaneunue B n0CTMapKeTHHrüB0M nepaone; 
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e - aôcueccu BCTpe4aJIHCb B CJleJJ,yK>W.HX JlOKaJIH3aU1151X (np11BeJJ,eH npezmo-rrirrern.auä TepMHH 

MedDRA): a6cuecc KOHeYHOCTH, aôcuecc roncroro KHWe4HHKa, aôcuecc noYKH, noJJ.KO)!(HbIH aôcuecc, 
aôcuecc syêa, neYeH04HO-ce11e3eH04HbIÌ-Í aôcuecc, nepapexram.auä aôcuecc, peKTa.nbHbIÌ-Í aôcuecc. 

ITpeJJ.CTaBJieHHbie naansre norrysensr B pasrxax KJIHHI1qecKHX HCCJie,/J.OBaHHH perpepetrraoro 
npenapara Conapnc no c11e,1J.y10m11M noxasamcnc ôpoxxaansnas acrva, afYC, 
,1J.epMaTOMH03HT, renepanasonannas MHacTemrn: rpannc, OIITHKOMHeJ111T-accou1111poBaHHbie 
paccrpoäcrsa, napoxcasaansaas no-mas revornoôanypaa, IICOpHa.3, peBMaTOH,/J.Hblß apTpI1T, 
HHTepcnn.1.11aJibHhIH MeM6paH03HbIH rnovepy JIOHe<ppHT. 

On11caH11e OT.UeJihHhIX He)KeJiaTeJihHhIX peaKU,HH 

Cpe,IJ.H nofio-msrx 3<p<peKTOB, saperacrpaposannsrx B XO,IJ.e ncex KJIHHHqecKHX HCCJie,noBaHHH 
y nai.1.11eHTOB e ITHr 111111 afYC, caMhIM rn)l(eJihIM ôsrna MeHHHroKOKKOBfül cerrraueaaa. 
Coo6ma110Cb o cnysaax HH<pMUHpOBaHH5I JJ.pyrnMH BH,/J.aMH Neisseria, BKJIIOqasi: cencnc, 
BhI3BaHHhIÌ1 Neisseria gonorrhoeae, Neisseria sicca/subflava, Neisseria spp., ueyro-raennsie. 

AttT11Te11a K 3KYJIH3yMa6y onpeJJ.eJ15IJIH y 2 % nau11eHTOB e ITHr 11 y 3 % nau11eHTOB e al YC, 
no11yqaßIIIHX nenenae npenaparoa. O6pa.30BaHHe aHTHTeJI xapaxrepno ,/J.JISI Tepan1111 mo6bIMH 
6eJIKOBbIMH npenaparasra. 

C11yqa11 reMOJIH3a orxe-rensr ripa nponycxe HJIH 3a,1J.ep)KKe BBe,IJ.eHHSI osepennoä ,/J.03bl 
3Ky11113yMa6a y nau11eHTOB e ITHr. 

K1111H11qecKHe npoSIBJJeHmI TpOM60THqecKOÌ1 MHKpOaHrHOIIaTHH orrae-reasr IIpH nponycxe HJIH 
3aJJ.ep)KKe BBeJJ.eHmr o-repennoä JJ.03hI 3KYJJH3yMa6a y nau11eHTOB e afYC. 

IleTH 

O6o6meHHbIH aHaJIH3 ,/J.aHHbIX IIO 6e30IIaCHOCTH He BbŒBHJI pa.31111q11Ì1 npoq>HJ15I 6e3onacHOCTH 
y nereñ B nospacre OT 11 ,IJ.0 18 JJeT H B3pOCJJblX nau11eHTOB e ITHr. y ,/J.eTeH Ha116011ee qacTO 
orvevanacr, rononaaa 60Jib. 
Ilo ,IJ.aHHbIM HCCJJe,IJ.OBaHHH, y ,IJ.eTeH B soapacre OT 2 Mecsi:ueB ,/J.O 18 ner npoònru, 
6e30IIaCHOCTH He OTJJHqaeTCSI OT TaKOBOro y B3pOCJ1hIX nauHeHTOB e afYC. 

3Ky JJH3yMa6 He 113yqa11csi: B KJJHHHqecKHX HCCJJe,IJ.0BaHHSIX y ,IJ.eTeH e petppaxrepnoä I'Mf H 
OHMAP. 

ITü)J{HJTbie nau,11eHThI 

B ueJJOM HI1KaKHX pa.3JJHqHÌ1: II0 6e30IIaCHOCTH Me)KJJ.Y II0)l(HJJbIMH (> 65 JJeT) H 6011ee 
MOJIO,/J.bIMH nauaerrrawa e peòpaxrepaoä I'Mf He OTMeqaJIOCb. 

ITau,HeHTbl e .upyrHMH 3a6011eBaHHSIMH 

,[(oIIOJTHHTeJTbHbie nanasie IIO 6e30IIaCHOCTH 6hIJIH nonyxensr B 12 aaaepurennsrx 
KJIHHHqeCKßX HCCJie,/J.OBaHmrx e y-racraen 934 nauHeHTOB, norry-rasmax 3KYJIH3yMa6 ,/J.J15I 
rraroreaera-recxoä Tepan1111 ztpyrax 3a6011eBaH11tí, OTJIHqHhIX OT ITHr, afYC, pedipaxrepaoä 
I'Mf 111111 OHMAP. Ilporpans noöosaux peaKUHH npa 11eqeH1111 JKy11myMa60M y nau11eHTOB 
e 113yqaeMbIMH B ,IJ.aHHbIX HCCJie,IJ.OBaHHSIX 3a6011eBaHHSIMH He crmorancs OT TaKOBOro ,/J.JISI yzce 
3aperHCTpHpOBaHHbIX IIOKa.3aHHH. Ü,IJ.HH nauaenr e H,/J.H0IIaTHqecKHM MeM6paH03HbIM 
rnoeœpynoneòparou He 6hIJI BaKUHHHpOBaH ,IJ.0 naxarra TepaIIHH H nepenec 
MeHHHfOKOKKOBhIH MeHHHfHT. 

B KJIHHHqecKOM HCCJie,IJ.OBaHHH IIpHMeHeHHSI npenapara 3JIH3apmr npa OCTpOM 
pecnaparopnov JJ.HCTpecc-cHHJJ.pOMe Ha <poHe HOBOH KopoHaB11pycHOH HH<peKUHH COVID- 
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19 6bIJUf aaperacrpaposansr TPH cepsesuste neacenarem.nste peaKUHH e neransnsrv 

HCX0)l0M: «)J,hDŒTeJibHM He)l0CTaToqH0CTb» (1 cnyxaä), «ITOJIHOpraHHM He)l0CTaT0qH0CTb» 

(2 cnyxaa). TaK)Ke B 3T0M HCCJie)l0BaHHH 6bIJIM saperacrpapoaansr zrse cepseaasre 
neaœnarern.nsre peaKUMM «CHH)lpOM BOCflaJIHTeJibHOM peaKUHH»; B 06011x cny-raax 3TH 

peaKUMM He paapeunrnacs, norpeôonanacs 0TMeHa npenapara. 

Coo6rueHHe o fl0.[(03pesaeMblX He)KeJiaTeJihHbIX peaKUH51X 

Ba)KHO cooômars o nonoapeaaexsrx aezœnarensnsrx peaxuaax nocne peracrpannn 

nexapcrsenaoro npenapara e uensto oôecne-reaaa xenpepsrsaoro M0HHTop11Hra 

C00TH0IIIeHl-151 «nonssa - pHCK». Me)lHUHHCKHM pa60THHKaM peK0MeH)lyeTC51 cooôrnars o 

ruoôsrx nonoapesaeasrx aeaœnarensnsix peaKUM51X JieKapCTBeHH0fO npenapara qepe3 

aauaoaansusre CHCTeMhl cooêutenaa o neaœnarensnsrx peaKUH51X rocynapcrs - qJieH0B 

Espaaaäcxoro 3K0H0M11qecKoro corosa. 

KoHTaKTHbie ztaansre yrroJIH0MoqeHHhIX opraHH3aUHM acex rocynapcrs - -meaoa EA3C, rzre 

ITJiaHHpyeTC51 perHCTpaUH51 nperrapara, npencraanensr HH)Ke: 

Pocc1-1Ì1cKm1 <l>enepau1-1.11 
<l>e,uepaJibHa.11 cnyscôa no nansopy B còepe 
3,upasooxpaHeHH.!I (Poc3,upasHa,u3op) 
http:/ /roszdravnadzor.ru 

4.9. Ilepenoaapoexa 
Cnyxaa nepenosapoaxa 3KYJIH3yMa6a HeH3BeCTHbl. 

S. <l>APMAKOJIOrWIECKHE CBOÌÍCTBA 

5.1. <l>apMaKOtl,HHaMuqecKHe CBOÌÍCTBa 

<I>apMaKOTeparreBTHqecKM 

HMMYH0)lerrpeccaHTbl. 

Kon ATX: L04AA2S. 

rpyrrrra: HMMYH0)lerrpeccaHThI; cenexrusnsre 

3n113apIDI HBJIHeTCH 611orro¡¡o6HhIM npertaparoa. 

MexaHH3M ,ueì-ícTBH51 

3KyJIH3yMa6 fI0)laBJI51eT aKTHBH0CTb TepMHHaJibH0ro K0MITJieKca K0MITJieMeHTa qeJI0BeKa, 

oônaaaa BbICOKOM a<pqmHHOCTblO K ero CS-KOMfIOHeHTy. KaK CJie)lCTBHe, fI0JIH0CTblO 

6JIOKHpyeTC51 pacuiennenae K0MfI0HeHTa cs Ha esa H CSb H o6pa30BaHMe TepMHHaJibH0fO 

K0MITJieKca K0MITJieMeHTa CSb-9. TaKMM o6pa30M, 3KYJIH3yMa6 B0CCTaHaBJIHBaeT peryJIHUMIO 

aKTHBH0CTH K0MITJieMeHTa B Kp0BH 11 npeztorspautaer BHyTp11cocy)lHCTbIM reM0Jil13 y 

rrau11eHT0B rrapOKCl13MaJibHOM HOqHOM renornoôaaypneâ (ITHf), a TaK)Ke npeztorapautaer 

H36hITOqttYIO aKTl1BH0CTb TepMHHaJibH0ro K0MITJieKca y rrau11eHT0B e aTl1fll11:IHbIM 

reM0Jil1T11K0-ypeMH1:leCKl1M Cl1H)lp0M0M (afYC), peòpaxrepnoä reHepaJI1130BaHHOM 

MHaCTeHHeM rpasac (I'Mf') 11 0fITl1K0HeBp0MHeJIHT-accou1111poBaHHbIMH paCCTPOMCTBaMH 

(OHMAP), rne rrp111:111Hoií: aaôoneaanas HBJIHeTCH reHeT111:1ecK11 oôycnosneaaas 

zmcpery JIHUI-151 Cl1CTeMbl K0MITJieMeHTa. 

<I>apMaKO,[(MHaM111:IeCKHe 3cpcpeKTbl 

Jle1:1eHHe npenaparov 3JIM3ap1151 conpoaozcnaerca 6bICTPhIM 11 CTa6HJibHbIM CHH)KeHMeM 
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aKT11BHOCTl1 TepM11HaJibHOro KOMIIJieKca KOMIIJieMeHTa. y 60Jibllll1HCTBa rrau11eHTOB e TIHr 

KOHUeHTpaum1 3KYJil13)'Ma6a B IIJ1a3Me Kp0B11 OKOJIO 35 MKrlMJI JJ:OCTaT01rna nna IlOJIHOro 

l1Hrn611poBaHmI anyrpncocynacroro reMOJ1113a, 11HJJ:YU11pOBaHHOro aKTHBau11etí 

TepM11HaJibHOro KOMIIJieKca KOMIIJieMeHTa. Y rrau11eHTOB C arYC XpOHlfl-IeCKM 

HeKOHTporr11pyeMM aKT11BaU1151 KOMIIJieMeHTa, KOTOpéUI 11HJJ:YU11pyeT Pa.3B11Tl1e 

TpoM60TW-:leCKOH M11KpoaHrnorraTl111 (TMA), TaK)Ke 6rroK11pyeTC51 Ha cpoHe ne-reaas 

3KYJil13yMa6oM. y scex rrau11eHTOB e arYC, norrysanumx 3KYJil13yMa6 B pexoaenzryeusrx 
nosax, OTMeYaJIOCb ôucrpoe 11 CTa611rrbHOe CHmI<eH11e aKT11BHOCTl1 TepM11HaJibHOro 

KOMIIJieKca KOMIIJieMeHTa, a KOHUeHTpaumI npenapara B IIJ1a3Me Kp0B11 OKOJIO 50-100 MKrlMJI 

fisina JJ:OCTaTOYHa JJ:JI51 npaxrasecxa IIOJIHOro l1Hr11611poBaHl151 aKTl1Bau1111 TepM11HaJibHOro 

KOMIIJieKca KOMIIJieMeHTa. 

Y rrau11eHTOB C pedipaxrepnoñ I'Mf HeKOHTpOJI11pyeMM aKT11BaUM51 TepM11HaJibHOro 

KOMIIOHeHTa KOMIIJieMeHTa Bbl3bIBaeT Jil1311C, o6ycJIOBJieHHblH MeM6paHoaTaKYIOLU11M 

KOMIIJieKcoM (MAK), 11 CB513aHHoe e KOMTIOHeHTOM C5a socnaneaae HepBHO-MbIIIIeqHbIX 

coezraaenaä (HMC), YTO rrpasoztar K napyuremno HepBHO-MbillleYHOH nepezia-nr. 

)],rr11TeJibHOe np11MeHeH11e 3KYJIM3yMa6a np11BOJJ:11T K TIOJIHOMY 11 ycrcä-nœovy nonasnemno 

aKT11BHOCTl1 TepM11HaJibHOro KOMIIOHeHTa Cl1CTeMbI KOMTIJieMeHTa. 

Y nau11eHTOB C OTITl1KOHeBpOMl1eJil1T-accou1111poBaHHblMl1 paccTpOHCTBaM11 (OHMAP 

Neuromyelitis Optica Spectrum Disorders - NMOSD) HeKOHTporr11pyeMM TepM11HaJibHa51 

aKTl1BaU1151 KOMTIJieMeHTa, 11HJJ:YU11pOBaHHa51 ayroatrrarenawa K axnanopaay-d, sener K 
cpopM11pOB3Hl1lO MAK 11 Côa-onocpenoaaaaosry BOCIIaJieHl1lO, xoropsre rrp11BOJJ:51T K HeKp03y 

aCTpOU11TOB 11 nonsnuemno npoH11uaeMOCTl1 revarosnnerparnorecxoro ôapsepa, a TaK)Ke K 

raôena OKpy)KalOLUMX onaroneanpouaros 11 neñponoa. )],JI11TeJibHOe rrp11MeHeH11e 

3KY naayvaña np11BOJJ:11T K HeMe,n:JieHHOMY' TIOJIHOMY 11 ycroñ-raaosry noztaanenaro 
aKT11BHOCTl1 TepM11HaJibHOro KOMIIOHeHTa Cl1CTeMbl KOMTIJieMeHTa. 

C npyroä CTOpOHbl, ,n:ecp11u11T TepM11HaJibHOro KOMIIJieKca KOMTIJieMeHTa corrpOBO)KJJ:aeTC51 

IIOBbillleHHOH YaCTOTOH pa3B11Tl151 11H<peKU11H nnxancy JI11pOBaHHbIMl1 M11KpoopraHl13MaMl1, 

rnaBHblM o6pa30M, MeHl1HrüKOKKOBOÌ1 11H<peKU1111. Tip11 3TOM 3KYJil13yMa6 nonnepacasaer 

conepacaane paHHl1X npOJJ:YKTOB aKTl1Bau1111 KOMTIJieMeHTa, Heo6xo,n:11MbIX JJ:Jl51 OTICOHH3au1111 

M11KpoopraHl13MOB 11 BbIBe,n:eHl151 11MMYHHbIX KOMTIJieKCOB. 

Pesynsraru 3KCIIep11MeHTaJibHblX 11CCJie,n:oBaHl1Ì1 He TIOKa3aJil1 HaJil1qM.51 nepexpecrnoä 

peaKT11BHOCTl1, a TaK)Ke np113HaKOB penpOJJ:YKT11BHOH TOKCl11-:IHOCTl1. feHOTOKCl1qHOCTb 

3KYJil13yMa6a, ero xanneporeansiä TIOTeHU11aJI 11 BJ11151Hl1e Ha cpepT11JlbHOCTb y )1(11BOTHbIX He 

113Y1-IaJil1Cb. 

KJI11Hl11-:leCKa51 3cpcpeKTl1BHOCTb 11 6e3onaCHOCTb 

Ilapoxcusuau.uas HOIJHGJl 2eM02JL06itHypu5l 
3cpcpeKTl1BHOCTb 11 6e3onaCHOCTb 3KY JIM3yMa6a y nau11eHTOB e TIHr e rrp113HaKaMl1 resconaaa 

oueaasana B xozte nsoäaoro cnenoro, nnaueôo-xoarponapyevoro 26-He,n:eJibHOro 

11CCJie,n:oBaHl151 (87 nau11eHTOB), 52-He,n:eJibHOro OTKpbITOro HepaH,n:OMl1311pOBaHHOro 

11CCJie,n:oBaHl151 (97 nau11eHTOB), a TaK)Ke OTKpbITOro pacumpeanoro 11CCJie,n:oBaHl151, B KOTOpoe 

6bIJil1 BKJIIOqeHbI nauaearsr 113 nepssrx JJ:BYX 11CCJie,n:oBaHl1H 11 11 nau11eHTOB 113 

accnenosanas 2-otí <pa3bI. 

y nau11eHTOB, nony-rasutax 3KYJil13yMa6, OTMeYeHO cyurecraennoe CTa611JibHOe CHl1)KeH11e 

(Ha 86 %, p < 0,001) snyrpacocynacroro reMOJIM3a, oueaaaaeuoro no aKTl1BHOCTl1 
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rraxrarneranporeuaasr. KaK CJie,D.CTBHe, yMeHhlliaJiaCb Bbipa)KeHHOCTh aHeMHH, 'ITO 

nO,D.TBep)K,D.aJIOCh CTa6HJIH3aI.{HeH coztepzcanaa resrornoôana H CHH)KeHHeM noTpe6HOCTH B 

reaorpancrpysnax. Ilauaeursr OTMelJ:aJIH yneasurense CJia6oCTH H nossnneaae xa-recrna 
)KH3HH. Haömonanocs CHH)KeHHe tJ:aCTOThl TpOM603M60JIH4eCKHX OCJIO)KHeHHH. 

B Me)K,D.yHapo,D.HOM aañmonarensnov HCCJie,D.OBaHHH «Perncrp nauHeHTOB e ITHr» 

3<p<pCKTHBHOCTh TCpanHH 3KY JIH3yMa6oM ouenasanacs y nauHeHTOB 6e3 reMoTpaHc<py3HH B 
anaanese, HO C aKTHBHO nporexaromasr reMOJIH30M, no,D.TBep)K,D.eHHhIM nonsnneuaev yposna 
JIW B 1,5 pasa ssnne sepxaeä rpanausr HOpMbl H HaJIH4HeM conyTCTBYIOll{HX KJIHHMqecKHX 

CHMnTOMOB: YTOMJI51eMOCTh, reMOrJI06HHYPH51, 60Jih B )KHBOTe, onsnuxa (.D.HCnH03 ), aHeMH51 

(revornoôna < 100 r/JI), raaœnsre cocynncrsre OCJIO)KHeHH51 (B TOM 4HCJie TPOM603), 

,D.HCcparn51 HJIH 3peKTHJihHa51 ,D.HccpyHKI.{H51. 

B xone HCCJie,D.OBaHH51 ycTaHOBJieHO, 'ITO Ha3HatJ:eHHe 3KYJIH3yMa6a TaIŒM nauaearasr 
conpOBO)K,D.aJIOCh 3Ha4HTeJibHhIM (p < 0,001) CHH)KeHHeM reMOJIH3a ( ouenxa npOBO,D.HJiaCh no 

CHH)KeHHIO ypoBH51 JIW) H yMeHbllieHHeM conyrcrsyrourax KJIHHHtJ:eCKHX CHMnToMoB, 

BKJII04a51 YTOMJI51eMOCTh. 

Amunuuuuú 2eMOflUmUKO-ypeMU'1eCKUÜ CUHÒpOM 

3cpcpeKTHBHOCTh H 6e3onaCHOCTh 3KYJIH3yMa6a H3Y4aJiaCb B xozte npocrtexrnnnsrx 
KJIHHH4eCKHX HCCJie,D.oBaHHH BO B3pOCJIOH H ,n.eTCKOH nonyJI51UIDIX e o6ll{HM 4HCJIOM 100 

nauHeHTOB. B HCCJie,D.OBaHIDIX npHHHMaJIH ysacrne ,D.Be rpyrmsr nauHeHTOB: e He,n.aBHO 

,D.HarHOCTHpOBaHHhIM arYC H npH3HaKaMH TMA (TPOM60UHToneHH51 HH)Ke 150 000/MKJI, 

JI,l]f li KpeaTHHHH asnue sepxneä rpanausr HOpMbI), a TaK)Ke nanaerrrsi e ,D.JIHTeJibHO 

TeKymHM afYC 6e3 51BHhIX rewaronortorecxax npo51BJieHHH TMA. 

B xone 'repartan 3KY JIH3yMa6oM y scex nauHeHTOB 6bIJIO ,D.OCTHrHyTo CHH)KeHHe aKTHBHOCTH 

repaaaansnoro xosotneïcca KOMnJieMeHTa H HOpMaJIH3aUH51 KOJIH4eCTBa TpoM60UHTOB (no 

,n.aHHhIM .D.BYX HCCJie,D.oBaHHH - y 82 % H 90 % nauHeHTOB COOTBeTCTBeHHO ), KOTOpa51 

coxpananacs B resenae .D.BYX ner (y 88 % H 90 % COOTBeTCTBeHHO ). ITpoBO,D.HMa51 'repanaa 
npHBO,D.HJia K HHrn6HpOBaHHIO xosmneaenr-onocpenoaaanoä TMA H OTCYTCTBHIO 

CHMnTOMOB TMA (y 80 % H 88 % nauHeHTOB COOTBeTCTBeHHO ), coxpaH51IOI.l.{HXC51 Ha 

rtporaxœnaa .D.BYX ner - y 88 % H 95 % nauHeHTOB COOTBeTCTBeHHO. 

B xone repartan 3KYJIH3yMa6oM 6hIJIO OTMeqeHO 3HaqHTeJibHOe yrry-nnenae cpyHKUHH no-rex, 
ouenasaevoe no ypOBHIO pacuernoä CKOpOCTH KJiy6oqKOBOH <pHJihTPaUHH (pCK<l>): 

YJIY4llieHHe pCK<l> > 15 MJIIMHH/1,73 M2 naômonanocs B oôoax HCCJie,n.oBaHH51X y 47 % H 53 % 
nauHeHTOB COOTBeTCTBeHHO H coxpaH51JIOCh B resenae .D.BYX ner y 59 % H 40 % nauHeHTOB 
COOTBeTCTBeHHO. HopMaJIH3aUHH reMaTOJIOrH4eCKHX noxasareneä ,D.OCTHrJIH 76 % H 90 % 
nauHeHTOB, COOTBeTCTBeHHO, B o60HX HCCJie,D.oBaHH51X e nOJIO)KHTeJihHOH ,D.HHaMHKOH B 

reseaae .D.BYX ner y 88 % H 90 % nauHeHTOB COOTBeTCTBeHHO. 

Pedipaxmepuan 2eHepaJLU306GHHafl uuacmenus zpaeuc 

3cpcpeKTHBHOCTh H ôesonacaocn, 3KYJIH3yMa6a npa peópaxrepaoä reHepaJIH30BaHHOH 

MHaCTeHHH rpasac fisura ,D.OKa3aHa B .D.BYX npocrrercrnansrx KOHTPOJIHpyeMhIX HCCJie,n.oBaHH51X 

e yvacraev 139 nauHeHTOB. BO.il.HOM .D.BOHHOM-CJienoM paH,D.OMH3HpOBaHHOM HCCJie,D.oBaHHH 

118 nauHeHTOB e nepcHCTHPYIOll{HMH CHMnTOMaMH 3a6oJieBaHH51 Ha cpoHe He3cpcpeKTHBHOH 

npernnecrayrouieä 'repanaa nonyq11JI11 ne-renae 3KYJIH3yMa6oM JIH6o nnaneôo B resenae 26 
nencns. Bee nauaearsr HMeJIH aHTHTeJia K aueTHJIXOJIJfHOBhIM peuerrropav (AChR), 

cooraercrnyroinae II-IV xnaccy rn)KeCTH Mr H ôorree 6 6aJIJIOB no onpocaaxy MG-ADL 

15 



J1TI-N2(000140)-(Pí-RU)-160522 

(BJil1.SIHl1e Cl1MnTOMOB Mr Ha noBce,nHeBHYIO )IŒ3Hb). Kp11Tep1111 pecppaKTepHOCTl1 

onpenenanxcs KaK He3cpcpeKT11BHOe, KaK Ml1Hl1MYM, B re-retrae 0)].HOro rozta nexeaae )].BYM.SI 

11Jil1 ôonee l1MMYHO,nenpecc11BHbIMl1 npenaparasor 11 Heo6xo,n11MOCTb nepaozta-recxoro 

nposenenaa nJia3M006MeHa 11Jil1 BBe,neHl1.SI 11MMYHOrno6yJI11HOB )].JUI KOHTpOJUI Cl1MilTOMOB 

3a6oJieBaHl1.SI. ,[I.OJI.SI nau11eHTOB, 11MeBll111X KJI11Hl1lfeCKl1H OTBeT Ha 26 aenene (yny-nneane KaK 
Ml1Hl1MYM Ha 3 ôanna no onpocnaxy MG-ADL) 6e3 ,nonoJIH11TeJibHOH HeOTJIO)KHOH Tepan1111 

COCTaBl1Jia 59,7 % )].JUI nau11eHT0R, norryvanmnx ~KYJil13yMa6, no cpaBHeHl1IO e 39,7 % B 

rpynne nnaueôo (p = 0,0229). ,[I.OJI.SI KJI11H11lfeCK11X OTBeTOB (yny-nueaae Ml1Hl1MYM Ha 5 
nyHKTOB) no KOJil1lfeCTBeHHOH uncane QMG, xoropas y-nrrsrsaer carry OT)].eJibHbIX 

MbillielfHbIX rpynn, 6e3 Heo6X0)].11MOCTl1 ,nonOJIHl1TeJibHOH HeOTJIO)KHOH Tepan1111, COCTaBl1Jia 

45,2 % B rpynne 3KY n113yMa6a npoT11B 19 % B rpynne nnaueôo (p = 0,0018). Bee nauaearsr, 
xoropsre nponorrxorna norrysars 3KY Jil13yMa6 B paaxax OTKpbITOro 11CCJie)].OBaHl1.SI, 

,neMOHCTp11poBan11 nonoaorrensnsrîi orner no BceM noxaaarenav: MG-ADL, QMG, MGC 

(uncana KOM611H11pOBaHHOH oueaxa KJIHHl1lfeCKl1X npO.SIBJieHl1H T.Sl)KeCTl1 M11acTeH1111), MG 

QoL 15 (OnpOCHl1K xa-recrna )Kl13Hl1 nau11eHTOB e M11acTeH11etí rpaanc 15), B re-renae eme 52 
uenens. 

B KJil1Hl1lfeCKl1X 11CCJie)].OBaHl1.SIX nexemre 3KYJil13yMa6oM nOJIYlfl1Jil1 22 nO)Kl1JibIX nauneara 

(B03pacT > 65 ner) e perppaxrepaoñ rettepaJI1130BaHHOH Ml1aCTeHl1H rpaanc. He ôsino 

oôuapyaœno cyutecraenusrx OTJil1lfl1H B 3cpcpeKT11BHOCTl1 11 6e3onaCHOCTl1, CB.SI3aHHbIX e 

B03pacTOM. 

3KyJI113yMa6 He 113YlfaJIC.SI y zrereä e perppaxrepaoñ rettepaJI1130BaHHOH Ml1aCTeHl1H rpasac. 

OnmuK0He6po.11ueJ1um-accoi¡uupo6aH1-1bze paccmpoùcmea (OHMAP) 
3cpcpeKTl1BHOCTb 3KYJIH3yMa6a npa OHMAP nozrrsepacztena B npocneKTHBHOM 

KOHTpon11pyeMOM KJil1Hl1lfeCKOM 11CCJie,noBaHHl1 e ysacraea 143 nau11eHTOB, 119 113 KOTOpbIX 

npo,nOJI)Kl1JUI np11MeHeH11e rrpenapara B OTKpbITOM 11CCJie)].OBaHl111 )].JI.SI oueHK11 norrrocpo-moä 

3cp<peKTl1BHOCTl1 11 6e3onaCHOCTH. B nccneztosanaa np11Hl1MaJil1 yxacrae nauaearsr e 

yCTaHOBJieHHbIM ,n11arH030M OHMAP, HaJI111meM attT11TeJI K axsanopaay-q, e He Mettee 2 
peu11,n11BaM11 3a nocne,ntt11e 12 Mec.si:ueB 11n11 3 peu11)].H.BaM11 3a nocne,ntt11e 24 Mec.si:ua B 

anaxaese 11 11Me10m11e He ôonee 7 ôannos no uncane EDSS. Tip11 Heo6xo,n11MOCT11 nauaerrrsr 
norrysann Tepan1110 l1MMyHocynpecc11BHbIMl1 npenaparasoì, 3a 11CKJIIOlfeHl1eM 

Ml1TOKCaHTpOHa 11Jil1 p11TyKCl1Ma6a. OblJI nponeaoncrpaposaa Bbipa)KeHHblH 3cpcpeKT 

3KYJil13yMa6a B OTHOll1eHl111 nperaena no pasanraa nepsoro o6oCTpeHl1.SI (no ouetuce 

aesaaacaaoro KOM11Tern no oueaxe oôocrpenaä) no cpaBHeH11IO e nnaueôo ( CHH)Kett11e 

OTHOCl1TeJibHOro pacxa o6ocTpeHH.SI COCTaBl1JIO 94 %, OTHOllleH11e p11CKOB 0,058, p < 0,0001 ). 
Tepanax 3KYJil13yMa6oM np11B0)].11Jia K YJIYlfll1eHl1IO nOKa3aTeJI.SI speaena no pa3Bl1Tl1.SI 

oôocrpeuaa He3aBl1Cl1MO OT conyTCTBYIOIUero nesenas l1MMyHocynpecc11BHbIMl1 

npenapararaa. Y CTaHOBJieHHOe B 11CCJie)].OBaHl111 OTHOll1eH11e cpenaeronosoä xacrorsr 
oôocrpeuaä npa neseaaa 3KYJIH3yMa6oM B cpaBHeHl111 nnaueôo COCTaBl1JIO 0,045 (90 % ,D.H 
0,013, 0,0151), npe,nCTaBJUIIOIUee OTHOCl1TeJibHOe CHl1)KeH11e pacxa Ha 95,5 % (p < 0,0001). 
B cpaBHeHHH e rpyrmoñ rrnaueôo, nauneirrsr, norryvasmae nexenae 3KYJIH3yMa6oM, TaK)Ke 

11MeJIH CHl1)KeHwe cpenaeronosoä lfaCTOTbI rocnl1TaJIH3aUHH (0,04 )].JUI 3KYJIH3yMa6a npOTl1B 

0,31 )].JI.SI nnaueôo ), CHH)KeHHe lfaCTOTbI npwMeHeHH.SI KOpT11KOCTepOH)].OB )].JI.SI xynapoaanas 

o6oCTpeHHH (0,07 npcran 0,42), HJIH nJia3M006MeHHOH 'reparma (0,02 nporna O, 19). no 

OKOHlfaHHH nesenaa B rpynne nauaearos, norry-raïoutax nexeaae 3KYJIH3yMa6oM, n0Ka3aH0 
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npeavyutecrso no cpaBHeH11JO e nnaueôo no BCeM BTOp11'-1HbIM Kp11Tepm1M 3q>q>eKTl1BHOCTl1: 
ôannsr no mxarrav EDSS (pacmapennaa nncana cTeneHl111HBMl1.lJ.113au1111), mRS, HAI (nncana 
ouenxa <PYHKU110HaJibHOH aKT11BHOCT11), EQ5-5D (Esponeäcxaa uncana xasecrsa )IŒ3H11), 
VAS (aaayansao-atranorosaa uncana 6on11). 

3KyJI113yMa6 He nsyxancs .ll.JI51 neuenaa 060CTpeH11Ì1 OHMAP. 

3KymByMa6 He accnezroaanca y nereä e OHMAP. 

CpaBHl1TeJibHéUI 3cbcpeKTl1BHOCTb 11 6e3onacHOCTb npenaparn 3Jil13ap1151 

CpaBHl1TeJibHéUI ouenxa 3q>q>eKTl1BHOCTl1 11 6e3onaCHOCTl1 npenapara 3Jil13ap1151 11 
pcóepenrnoro npenapara Con11p11c (AneKc110H <l>apMa fM6X, Illseäuapaa) nposormnacr, y 
32 nau11eHTOB e napOKCl13MaJlbHOH HO'IHOH reMOfJI0611Hyp11eÌ1 B paMKax 26-He.l].eJibHOfO 
KJI11Hl1'leCKOro 11CCJie.l].OBaHl151. I1HTeHCl1BHOCTb BHYTPl1COCY.ll.11CTOro revonaaa no 3Ha'leHl1JO 
nnoutaznr non Kp11soÌ1 «KOHUeHTpau1151 JI,n:r - apeua» (LDH AUC) - ouenaaanacs B 'renenae 
nepaona nonnepaoraaromeñ Tepan1111. ITpoBe.l].eHHbIH ananas TTOKa3aJI, 'ITO B 06e11x rpynnax 
neseaaa Ha6JIJO.ll.Ml1Cb cxoaore 3Ha'leHH51 LDH AUC (p > 0,05). Cpenane 3Ha'lemrn LDH 
AUC cocrasana 62957,6 ± 46066,5 E,Z::Vnx.l].HeÌ1 (95 % JJ:11 [38410,4; 87504,7]) B rpynne 
npenapara 3n113ap115111 47085,9 ± 25521,8 E,Z::Vnx.l].HeÌ1 (95 % JJ:11 [33486,2; 60685,5]) B rpynne 
npenapara Con11p11c. Ü.l].HOCTOpOHHl1H 95 % .l].OBep11TeJibHbIH mrrepsan .l].JI51 pa3HOCTH LDH 
AUC Me)K.l].y rpyrmasnr cocTaBHJI 13255,0 E,Z::VJIX.l].Heif (O.lJ.HOCTopoHHHH 95 % JJ:l1 [-10492,9; 
37002,8]) B nonyJI51U1111 nauHeHTOB, 3aBeplllHBIIlHX HCCJie.l].OBaH11e 6e3 OTKJIOHeHH51 OT 
npouezryp npOTOKOJia, 'ITO COCTaBJ151eT OKOJIO 12,3 % OT panee BbUIBJieHHOro nnaueôo 
KOHTp01IHpyeMoro 3q>q>eKrn perpeperrrtroro npenapara Con11p11c. 

B cpaaaaaaestsrx rpynnax 6bIJIH nony-rensr COilOCTaBHMbie H3MeHeHH51 (p > 0,05) no BCeM 
3éUIBJieHHbIM BTOp114HbIM nOKa3aTeJI51M 3q>q>eKTl1BHOCTH. Cpennee 3Ha'leH11e H3MeHeHH51 
ypoBH51 resrornofiaaa cocTaBHJIO 2,4 ± 14,3 tis: (95 % JJ:11 [-5,2; 10,1]) B rpynne npenapara 
3JIH3ap115111 2,8 ± 13, 1 r/n (95 % JJ:l1 [-4,2; 9, 7]) B rpynne npenapara Con11p11c. Crn611n113auIDI 
ypoBH51 revornoôaaa B re-renae nepnona nonnepacaaaiomeä repanaa ôsina .l].OCTHfHYTa y 6 
113 16 nau11eHTOB (37,5 %) B rpynne npenapara 3n113ap115111y2113 14 nau11eHTOB (14,3 %) B 
rpynne nperrapara Con11p11c (p > 0,05). 

3a BpeM51 HCCJie.l].OBaHl151 6bIJIO 3aq>HKCHpOBaHO O.l].HO TpoM60TH'ICCKOC OCJIO)KHCHl1e 
(TpOM60q>Jie611T) B rpynne npenapara CoJIHpHC. He 6bIJIO OTMe'leHO pa3JIH'IHH Me)K.l].y 
rpyrmaun B Il0Tpe6HOCTl1 B nposeneaaa reesorpaacdryaaä: 2 113 16 nauHeHTOB (12,5 %) B 
rpynne 3JIH3ap1151 11 5 113 16 (31,3 %) B rpynne nperrapara Con11p11c (p > 0,05). 3a see spesor 
11CCJie.l].OBaHH51 6bIJIO 3aq>HKCHpOBaHO 4 CJIY'IM npopsrsnoro revonaaa y 3 113 16 nau11eHTOB 
(18,8 % ) B rpynne npenapara 3n113ap1151. 

TaK)Ke B 06e11x rpynnax 6bIJIH .l].OCTHfHYTbl conocraamœre CHl1)KeHl151 B npouecce 'repanan 
yposaeä ITHf-KJIOHa 3p11TPOU11TOB II+III 'rnrra 11 rpaHyJIOU11TOB OTHOCHTeJibHO HCXO.l].HOfO 
3Ha'leH1151 Ha CKp11Hl1Hre. 

Cpezmae 3Ha'leHH51 113MeHeHH51 cyMMapHoro ôanna uncansr <PYHKUHOHaJlbHOH ouemca 'repartan 
xpoHH'leCKHX 3a6onesaH11Ì1 no noKaJaTeJIJO yTOMJ151eMocTH (FACIT-Fatigue) no OKOH'laHHH 
nepaozta repanan OTHOCHTeJibHO HCXO}lHOfO 3Hal.J:eHH51 Ha CKp11HHHre 6bIJIH nOJIO)KHTeJibHbIMH 
B zmyx rpynrrax Jie'-!eHH51 H cocTaBHJIH 8,1 ± 8,7 (95 % JJ:l1 [3,4; 12,7]) B rpyrrrre npenapara 
3JIH3apH51 H 2,4 ± 7,0 (95 % JJ:11 [-1,3; 6,1]) B rpynne nperrapara Con11p11c (p > 0,05). Tarone 
He 6bIJIO BbUIBJieHO CTaTHCTH'-!eCKH 3Ha'IHMbIX OTJIH'-IHH B H3MeHemrn cyMMapHoro öanna 
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onpOCHHKa O KaqecTBe )KH3HH EsponettCKOH opraHH3aUHH HCCrre,[{OBaHH51 H rreqeHH» paKa 

(EORTC QLQ-C30). 

Ilpenapar 3rrH3apH» npozteaoacrpaposan nporpam, 6e3onacHOCTH, CXO)KHH e npocp11rreM 

6e3onacHOCTH npenapara Conapac. B HCCITe,[{OBaHHH 6bIITO saperacrpapoaauo 13 

neaœnarensnsrx peaKUHH (HP) nocrre npHMeHeHH51 nccnezryeaoro npenapara 11rr11 nperrapara 
cpaaueuax, xoropsre OTHOCl1IT11Cb K naôoparopasra 11 11HCTpyMeHTaITbHblM ,n:aHHbIM, 

aapyurenaaa co CTOpOHbl Kp0B11 H ITHM<paTHqecICOH Cl1CTeMbI, 11H<peKU110HHLIM 11 

napaaarapasn« saôoneaaaaaa, napytnennaa co CTOpOHbl noxex 11 MoqeßbIB0.[{5IIIJ;l1X nyreä, 
06rn;11M paccTpOHCTBaM 11 peaKU1111 B MeCTe BBe.[{eHH51, aapyurenaasr co CTOpOHbl o6MeHa 

seuiecra 11 nHTaHl151 . .[(on» nau11eHTOB e HP B côeax rpyrrnax ne-renas ôuna cxoxeä. 
Ilo pesynsraraa aHaITl13a 11MMyHoreHHOCTl1 CTaTl1CTHqecKH 3Haq11MbIX OTJIBqJ1ß Me)K¡zy 

rpynnasm no xacrore BbIBBITeH1151 AJIA He oôuapyaœao (p > 0,05). Buaanseaue y .[{BYX 
nau11eHTOB AJIA oêpaaosanacs s pesynsrare npeznnecrnytouieä Tepan1111 npenaparov 
Connpac. HoBbIX cnysaea o6pa30BaHH51 AJIA B XO.[{e HCCITe,[{OBaHl151 He aaperacrpaposaao. 

1leT11 

3cpcpeKT11BHOCTb 11 ôeaonacnocrr, repanaa 3KYITH3yMa6oM B ne,[{11aTp11qecKOH norrynauaa 
nau11eHTOB e TIHr 6bIITl1 ouenenst B KITl1H11qecKOM HCCITe,[{OBaHl111 y ceMl1 rrnu11e1-ITOB B 

sospacre OT 11 .[{O 17 rrer. Jlesenae 3KYITl13yMa6oM B TeqeHHe 12 nertern, B COOTBeTCTBHH e 
peKOMeH,[{OBaHHbIM pe)KHMOM .[{0311pOBaHH» corrpOBO)K.[{aITOCb yMeHblIIeH11eM 

BHYTPl1COCY.[{11CTOro reMOITH3a, H3Mep»eMoro no ypoBHIO JI.[(r. TaK)Ke orvesanocr, 
saa-nrrensnoe yMeHbilleHHe q11crra 11rr11 normas OTMeHa revorpaacpyaaä, yrry-uuenae 
oôurero COCT05IHl151 nau11eHTOB. 3cpcpeKTl1BHOCTb 3KY ITH3yMa6a B ,[{aHHOM 11ccrre.[{OBaHHH ôuna 
conocrasaaa e pe3yITbTaTaMH, nonyqeHHbIMH npa 113yqeH1111 3KYITl13yMa6a y B3pOCITbIX 

nau11eHTOB. 

3cpcpeKTl1BHOCTb 11 ôesonacaocrr, 'repanaa 3KYJIB3yMa6oM B nenaarpaxecxoä norrynanaa 
nauHeHTOB e afYC ouenema y 37 nau11eHTOB B sospacre OT 2 MeC51UeB .[{O 18 ner. B ucnosr 
noxasarena ,[{aHHOH rpynrrsr nauHeHTOB corrocranavsr C pesynsraraan 11ccrre,[{OBaH11H y 

B3pOCITOH nonynanan. Ha <poHe np11MeHeHl151 3Kyrr113yMa6a 6bIITO OTMeqeHo noasnneuae 
ypoBH51 TpOM60U11TOB nepea 26 aeziens ne-renaa, a raicse y .[{aITOCb .[{0CTH% KOHTpOJT» nan 
Q)YHKU11eH noxex, -rro rosoprrr O CHl1)KeHl1H aKTHBHOCTl1 xosmnesreur-onocpenoaannoä 
TpoM60THqecKOH MHKpoaHrnonaTHl1. 

5.2. <l>apMaKOKHHeTUqecKue CBOÌÍCTBa 

A6cop6u1151 11 pacnpe,uerrett11e 

Ilp11 cpaBHl1TeITbHOM 11ccrre,[{0BaHl151 cpapMaKOKHHeTHKl1 y 3.[{0pOBbIX noôposonsuea rrocrre 
0.[{HOKpaTHOro BHYTpHBeHHOro BBe,[{eHl151 B .[{03e 600 Mr 6bIITl1 norryxensr cnezryioinae 
3HaqeHl151 cpapMaKOKl1HeT11qecKl1X (<l>K) rrapaaerpcs (yxaaansr cpeznrae 3HaqeHl151 6e3 

KoppeKUHH no Macee Terra): B rpynne npenapara 3rr113ap1151-AUCo-115465,9 MKrxq/Mrr; Cmax 

158,97 MKr/Mrr; Cmax/AUCo-1 0,0115; T112 81,90 q; MRT 115,26 q; Vd 4,24 n H Cl 40,97 Mrr/q; 
B rpynne npenapara Connpac -AUCo-1 14058,4 MKrxq/Mrr; Cmax 163,50 MKrlMrr; Cmax/AUCo- 

1 0,0120; T112 65,79 q; MRT 93,14 q; Vd 3,93 n 11 Cl 42,98 Mrr/q_ 

E110:rpaHCffiOpMau1151 

Henose-recxae aararena nO.[{BepraIOTC51 3H.[{OUHT03Y B KITeTKax peTl1KY IT03H.[{OTerr11arrbHOH 

Cl1CTeMbl, rne KaTaITl1311pyIOTC51 ITß30COMaITbHbIMH cpepMeHTaMl1 .[{O aeôorrsmax nerrrnztoa H 
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aMHHOKHCJIOT. 3KyJIH3yMa6 conepxorr TOJibKO BCTPetiaIOmHeC51 B npapone aMHHOKHCJIOTbl H 

He HMeeT H3BeCTHbIX aKTHBHbIX MeTa60JIHTOB. 

3J1HMHHaUH51 

CITeIJ,HaJibHbIX HCCJie,lJ,OBaHHH ,lJ,J151 oueaxa ITyTeH BbIBe.n.eHH51 3KYJIH3yMa6a He ITpOBOJ]JIJIOCb. 

I13-3a ôonsutoä MOJieKyJ151pHOH MaCCbl (148 K.ll:a) 3KYJIH3yMa6 He 3KCKpen1pyeTC51 B 

HeH3MeHeHHOM BH,lJ,e HHTaKTHbIMH ITO'-IKaMH. 

y 3.LJ.OpOBblX .n.o6poBOJ1bIJ,eB B cpaBHHTeJibHOM HCCJle,lJ,OBaHHH cpe.LJ.HHH KJIHpeHC 3KYJIM3yMa6a 

cocraaan 3,03 Mn/qac/Kr .n.1rn npenapara 3JIH3apH51 H 3,08 Mn/tiac/Kr .LJ.J151 npenapara Cormpnc, 
cpe.LJ.HHH 06beM pacnpeztenenaa - 304,87 MJ1/Kr H 282, 11 MJIIKr COOTBeTCTBeHHO. Y 

ITaIJ,HeHTOB e ITHr cpennnä KJIHpeHC 3KY J1H3yMa6a ITO .n.aHHblM pediepenrnoro npenapara 

cocraanxer 0,31 ± 0,12 Mn/qac/Kr, cpe.LJ.HHH o6ñeM pacrrpezteneaas - 110,3 ± 17,9 MJI/Kr, a 

cpe.LJ.HHH nepaozt ITOJIYBbIBe,lJ,eHH51 - 11,3 ± 3,4 ,lJ,HeH. I1cxO,lJ,51 H3 3THX .n.aHHbIX, paBHOBeCHOe 

COCT051HHe ,lJ,OCTHraeTC51 xepea 49-56 .LJ.Hdí. 

y ITaIJ,HeHTOB e ITHr cpapMaKO,lJ,HHaMH'IeCKM aKTHBHOCTb 3KYJ1H3yMa6a ITp51MO 

ITPOITOpU,HOHaJibHO 3aBHCeJia OT ero KOHIJ,eHTPaUHH B ITJia3Me. Ilpn ITOMep)KaHHH 

KOHIJ,eHTpaU,HH 3KY JIH3yMa6a B ITJ1a3Me KpOBH 2 3 5 MKrlMJI y 60JiblllHHCTBa ITau,MeHTOB 

orvesanacs ITpaKTH'IeCKH ITOJIHM finoxana reMOJIHTH'IeCKOH aKTHBHOCTH. 

Y nauacnroa e arYC e MaCCOH Tena 70 Kr cpe.LJ.HHH KIIHpeHC COCTaBJI51eT 0,0139 n/xac, o6beM 

pacnpeztenenas - 5,6 Jl. Ilepaon ITOJIYBbIBe,lJ,eHH51 COCTaBJ151eT 297 qacoB (ITpH6JIH3MTeJ1bHO 

12,4 zmeä). 

<DK H <D.D: 3KYJIH3yMa6a y ITau,HeHTOB e ITHr H3Y1IaJIHCh a pasncax cpasnarensaoro 

HCCJ1e,lJ,OBaHH51 3cpcpeKTHBHOCTH H 6e30ITaCHOCTH ITpHMeHeHml npenaparos 3JIH3apH51 H 

Conapac, CTaTHCTHtieCKH 3HaI.£HMhIX OTJIH'IHH KaK ITO KOHUeHTpau,HH 3KYJIH3yMa6a, TaK H rro 

KOHIJ,eHTPaUHH TepMHHaJibHOro KOMITJieKca KOMITJieMeHTa Me)K.LJ.y .LJ.BYM51 rpyITITaMH nesenas 

BO ncex H3ytieHHbIX BpeMeHHbIX TO'-IKax BbNBJieHO He 6bIJIO. B o6eHX HCCJie.n.yeMbIX rpynnax 

cpermae 3HatieHH51 KOHIJ,eHTpau,HH 3KYJIH3yMa6a nepen BBe,lJ,eHHeM oxepennoä .LJ.03bl 

accnertyevoro HJIH pediepenrnoro npenapara H zto, H nocne ycranosnenas crauaoaapnoro 

COCT051Hfül npessruramr 35 MKrlMJI, MHHHMaJibHYIO KOHIJ,eHTpau,HIO, .LJ.OCTaTO'-IHYIO .LJ.JI51 

ITOJIHOro HHrn6HpOBaHH51 BHYTPHCOCY.LJ.HCTOro reMOJIH3a y ITau,HeHTOB e IllIl". Ilocne 
ycTaHOBJ1eHH51 CTaIJ,HOHapHoro COCT051HH51 cpe.LJ.H5151 KOHIJ,eHTpau,H51 3KYJIH3yMa6a nepezt 

oxepezntsoa sae.n.eHHeM nccnenyevoro HJIH pediepenruoro npenapara cocraaana 

92,16 ± 38,59 MKrlMJI B rpyrme 3JIH3apH51 H 133,21 ± 71,56 MKr/Mn B rpynne CoJIHpHc (p 
> 0,05). Cpennee 3HaI.£eHHe KJIHpeHca B ITepHO,lJ,e ycTaHOBJieHH51 CTaIJ,HOHapHoro COCT051HH51 B 

rpyrmax ITpeITapaTOB 3J1H3apH51 H ConHpHC COCTaBHJIO 11,70±6,14 MJI/q H 8,50±3,56 MJ1/q, 

Ka)KymHHC51 06beM pacnpeneneans 3,80 ± 1,23 JI H 3,29 ± 1, 19 JI COOTBeTCTBeHHO. Cpe.LJ.HHH 

nepaon ITOJIYBbIBe,lJ,eHH51.- 375,08 ± 598,62 q (ITpHMepHO 15 ,lJ,HeH) ,lJ,J151 npenapara 3JIH3apH51 

H 277,00 ± 83,75 q (ITpHMepHo 12 .LJ.HeH) .LJ.J151 npenapara Conapnc. Bee OTJIH1IH51 

CTaTHCTH'IeCKH He3HaI.£HMbl (p > 0,05). B o6eHX rpynnax OTMetianacb 3HatIIfTeJibHM 

sapaaôensaocn, <DK ITapaMeTPOB. 

OblJIH H3ytieHbl ITOKa3aTeJIH KJIHpeHca H ITepHO,lJ,a ITOJIYBbIBe,lJ,eHH51 3KYJIH3yMa6a y ITaIJ,HeHTOB 

e ITpHMeHeHHeM o6MeHHOro nepenasaaax ITJia3Mbl. .D:aHHM npouenypa ITpHBO,lJ,HT K 

CHH)KeHHIO KOHIJ,eHTpaUHH 3KYJIH3yMa6a ITpH6JIH3HTeJibHO Ha 50 % B resenae 1 xaca 

rrepeJIHBaHH51, ITPH )TOM ITepHO.LJ. ITOJIYBbIBe,lJ,eHH51 CHH)KaeTC51 zto 1,3 xaca. TaKHM o6pa30M, y 

ITaIJ,HeHTOB e arYC, KOTOpbIM ITpOBO,lJ,51TC51 npouezrypsr ITepeJIHBaHH51 HJIH o6MeHHOro 
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nepenasanaa nnaaasr, rpeôyerca nononaarensaaa nosa nperrapara 3mnap1rn. 

<DapMaKoK1rnen1qecIŒe napanerpsr, uaôruonaeasre B nony JU1UH11 e perppaxrepaoä I'Mf H 
OHMAP, cornacyrorcs e TeM11, -rro aaômonanacs s nonynsunax e ITHr H af'YC. 
<DapMaKO,[J;l1HaM11qecKa.si: aKTl1BH0CTb, 113MepeHHa.si: KOHUeHTpau11eii caoôonaoro cs < 
0,5 MKrlMJI, xoppennpyer e npaxrasecxn TIOJIHOH ônoxaztoä aKTl1BH0CTH TepM11HaJibH0ro 
K0MTIJieMeHTa y nau11eHTOB C ITHr, arYC, pedipaxrepaoä I'Mf H OHMAP. 
<DapMaicmrnHeT111<a J1<yJI113yMa6a y ocoôsrx rpynn nau11eHTOB e ITHr, pedipaxrepnoä I'Mf HJIH 
OHMAP ncxona H3 nona, pachi, soapacra (nœxansre nauaeursr), q¡yHKU110HaJihHOH 
aKTHBH0CTl1 ne-rena 11Jil1 nosex He nsy-ranace. I1onyJUIU110HHblli aHaJI113 

q¡apMaKOKl1HeT11qecK11X ,naHHbIX, nonysennsrx B xone 11CCJie,noBaHl1H y nau11eHT0B C TIHr, 
arYC, pedipaxrepaoä I'Mf 11 OHMAP TI0Ka3aJI, qm TI0JI, paca, TIO)KHJIOH 803pacT HJIH 
HaJIHqHe neseno-moä 11Jil1 no-re-moä He,noCTaToq1-1ocT11 He BJI11.sllOT Ha q¡apMaKOKl1Hen1qecK11e 
napaverpsr JKY mnyMa6a. 

lleT11 

<DapMaKOKl1HeTl1Ka 3KYJIH3yMa6a B ne,n;HaTpHqecKOH nonylli!UHH oueHl1BaJiaCb B 
KJil1Hl1qecKOM 11CCJie,noBaH1111 y 7 nau11eHTOB e TIHr B aospacre OT 11 no 18 ner. f1p11 
co6JIIO,[J;eHl111 peKOMeH,[J;OBaHHOro pe)K11Ma )];0311pOBamrn B 3aBHCHMOCTl1 OT Beca, 
HaHMeHblllHH KJIHpeHC 3KYJil13yMa6a COCTaBl1JI 0,0105 JI/q_ TipHHUHTibl ,[J;0311pOBaHH.sl 
3KYJil13yMa6a y ztereä e MaCCOM rena Mettee 40 Kr 6bIJIH paspaôoranu Ha 0CHOBaHl111 ,n:aHHbIX 
rrau11e1-1T0B e arYC. 

f1p11 113yqeHHH <DK napaaerpos B nenaarpaxecxoñ nonynsuaa y nau11eHTOB C al'Y'C, 6hIJil1 
norry-rensr ziaansre o 3as11c11MOCT11 xnapenca 11 o6beMa pacrtpenenenas OT seca nauaerrra. 
TaK, KJIHpeHC COCTaBl1JI 10,4, 5,3 11 2,2 MJI/qac, o6'heM pacnpeneneaas COCTaBl1JI 5,23, 2,76 H 
1,21 JI npn Macee rena 70, 30 11 1 o Kr COOTBeTCTBeHHO. Ilepaon IlOJIYBbIBe,neHml COCTaBJUleT 
OT 349 zto 378 xacoa (rrpH6Jil1311TeJlbHO 14,5-15,8 nneä). 

6. <l>APMAIJ.EBTHqECKHE CBOÜCTBA 

6.1. Ilepeuem, BCDOMoraTeJlbHblX nemecra. 

HaTp11.s1. narunpoòocòara MOHorn,npaT, 

narpna rnnporpocdiara rerrraranpar, 

HaT¡)11.sl XJIOp11,n, 

TIOJil1COp6aT 80, 

BO,[J;a )];JUI 11HbeKU11H. 

6.2. HecOBMeCTHMOCTb. 

8 CB.51311 C OTCyTCTBHeM 11CCJie,noBaHl1M COBMeCTl1MOCTl1, ,naHHblli nexapcrseansrä npenapar 
He cnezryer CMell111BaTb e ,npyrnMl1 JieKapcTBeHHbIMl1 npenaparasra. 

6.3. Cpox ro}lHOCTH (cpox xpanenaa) 
2 rozta 6 Mec.si:ues. 

6.4. Ocoñsre Mepbl npe}lOCTOpOîKHOCTH npu xpanenna 

Xpanars B 3am111ueHH0M OT csera MeCTe, npn resmeparype OT 2 zto 8 ºC. He 3aMOpa)1ŒBaTh. 
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6.5. Xapaxrep u conepacaaae nepaa-moä ynaK0BKH 

no 30 Mn KOHUeHTpara B crexnannsre cpnaKOHhI 1 ranponarasecxoro xnacca; yxynopeausie 
npoôxasor pe311HOBbIMl1, e o6KaTKOH KonnaqKaMl1 anJOMl1Hl1eBo-nnacTl1KOBbIMl1 e KOHTponeM 
nepsoro BCKpbITl151. 

1 q>naKOH e KOHUeHTpaTOM BMeCTe e nacrxoa-nxnansnnea noaeuiaror B nasxy 113 KapTOHa . 
.il:mI xotrrporta nepsoro BCKpbIT1151 xnanaasr na-nea cp11Kc11pyIOT 3Tl1KeTKaMl1 
caMOKJ1e}iJ..U.l1Ml1C5:l. 

6.6. Ocoñsre Mepbl npeJJ:0CT0p0,teH0CTH npu yuuqTo,-ceuuu HCß0Jlb30Bauuoro 
nexapcrnenuoro npenapara HJIH 0TX0JJ:0B, nonysenusrx nocne npnsrenenna 
nexapcraeanoro npenapara, u npyrae ManunyJIHUHH e npenaparosr 

PeKOMeH,n;au1111 no np11roTOBneHl1IO 11H$Y3110HHOro pacrsopa 11 npoaenemno 11H$Y31111: 

Henb351 CMeUmBaTh npenapaT 3n113ap1151 np11 BHVTJfüBeHHOM BBe.[{eHl111 C .LlPVrHM npenapaTOM 
B OJ;{HOM rnnp11ue 11n11 cbnaKoHe. 

Hcnom.sya crepansnsrä rrmpnu e nrnoä (He np11naraIOTC51), aeoêxoztaao oroôpars Bee 
conepxaaoe cpnaKoHa/cpnaKOHOB e npenaparov 3n113ap1151 11 nepeaecra pexojœarryevyro 
¡:¡;03y BO cpnaKOH e OJ];Hl1M 113 cneeyIOW11X pacrsopoa J];llil 11HbeKU11H: 0,9 % pacrsop HaTp1151 
xnopana, 0,45 % pacrsop HaTp1151 xnopnna 11n11 5 % pacrsop nexcrpoasr (rnIOK03bI) ,n;n51 
norryxenaa 11Hcpy3110HHoro pacrsopa e KOHUeHTpau11eÌ1: 5,0 Mr/Mn. 

06beM nparorosnennoro 11Hcpy3110HHoro pacrnopa, coztepzcamero 5,0 Mr 3KynmyMa6a B 1 
Mn, ztorracea COCTaBl1Tb: 60 Mn (ana J];03bI 300 Mr), 120 Mn (nns J];03bl 600 Mr), 180 MJI (nns 
J];03bI 900 Mr) 11 240 Mn (nna J];03bI 1200 Mr). 

np11roTOBneHHbIB 11HcbV3110HHbIH pacrnop .[{On)KeH 6bITb np03paqHbIM 11 6ecuBeTHbIM. Ecn11 
paCTBOp OKparneH 11n11 B HeM Ha6JIIOJ;{aIOTC51 BKJIIOqeH1151, ero 11cnOJlb30BaH11e He J;{OIIVCKaeTC51. 

Henocpeztcrnenno nepen BBe.n;eHl1eM Heo6xo.n;11MO OCTOpO)KHO noxaxars cpnaKOH e 
pacraopov ,n;mI 11Hcpy311Ì1: J];lll rovoreaaaanaa coztepxonroro cpnaKoHa. Tesmeparypa 
pacrsopa ztna 11H$Y3HOHHOro BBe,n;eHl151 ztonaora cocraansrs 20-25 ºC. 

l1H$Y3110HHblli pacrsop ztonacen 11cnonh30BaTbC51 cpaay nocne nparoronneaas. 

Ecn11 11Hcpy31151 no KaK11M-n1160 np111-nrnaM orxnaztsraaerca, ztonycxaerca xpaaenne 
nparoroanennoro 11Hcpy3110HHoro pacrsopa npn 'rexmeparype OT 2 no 8 ºC He 6onee 24 sracoa 
6e3 3aMopa)K1-rnaH1151. no oK0HqaH1111 eroro cpoxa (24 qaca) He11cnonh30BaHHhIH pacrsop 
nonneacar ymIqTo)KeH11IO. 

Bech ocTaBrn110c51 nexapcrsennsrä npenapar nonnexorr yH11qTo)KeH11IO, a acnonsaonaansre 
pacxonnsre MaTep11Mbl cneztyer yT11n11311poBaTb B ycrnHOBneHHOM nopsznce. 

7. ,[(EPlKATEJih PErlICTPAIJ;lIOHHOro Y,[(OCTOBEPEHIDI 

Poccañcxaa <De.n;epar¡1151, 000 «Tenepaya-Hescr», 
124460, r. Mocxsa, BH. Tep. r. MYH11U11TIMbHbIH oxpyr C11JIMHO, r. 3eneHorpa.n;, 
yn, Koncrpyxropa Jlyxana, .n;. 14, CTp. 12, 3Ta)K 6, KOM. 34, 'ren.: +7 (495) 988-47-95. 

7.1. IlpeJJ:CT3BHTCJlb JJ:ep,-caTeJIH perncrpauaonnoro YJJ:0CT0BepeHHH 

npeTeH311M norpeôareneä cnezryer nanpaanart, no anpecy: 

Poccaäcxas <De.n;epau1151, AO «rEHEPl1YM», 601125, Bna.n;11M11pcKM o6n., neTyrn11HcK110 
paHOH, noc. BonbrHHCKßH, yn. 3aBOJ];CKa51, CTp. 273, rerr.: + 7 ( 49243) 72-5-20, 72-5-14. 
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KoHTaKTHhie nannsre ynoJIHOMoqeHHhIX opranasauaä scex rocy ztapcrs-vneaoa EA3C Ha 
np11mIT11e npeTeH3HH OT norpeôrrreneä npeztcranrreust HH)Ke: 

Pocc11i1cKa51 <l>enepaum1 
<l>eAepanbHa51 cnyscôa no nansopy B crpepe 
3ApasooxpaHeH1151(Poc3ApaBHaA3üp) 
http:/ /roszdravnadzor.ru 

8. HOMEP PErIICTPAIJ,HOHHOro Y,[l:OCTOBEPEHIUI 

nn-N2(000140)-(Pf-R U) 

9. ,[l:AT A IlEPßßquoìí PErHCTPAQHII (IlO,[l:TBEPïK,a:EHIUI 
PErHCTPAIJ,Hlf,IlEPEPErHCTPAIJ,lflf) 

,[(am nepsoä perncrpauaa: 18 cpespami: 2021 rena 

10. ,[l:A TA IlEPECMOTP A TEKCT A 

06ma51 xapaxrepacraxa JieKapcTBeHHOfO npenapara 3JIH3apmI JJ:OCTYIIHa Ha O(p11Ul1aJihHOM 
cañre ynonuoao-rennoro opraaa rocyztapcrna - xnena EBpa311Ì1.cKoro coiosa 
www.rosminzdrav.ru 11 (11n11) Ha 11ttcpopMau110HHOM noprane EBpa311HCKoro 3KOHOM11qecKoro 
COI03a Ha caäre https://eec.eaeunion.org. 
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