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OBIIASA XAPAKTEPUCTUKA JIEKAPEFBEHHOIFO-HPEHAPATA

V¥ JlanHbIii JeKapCTBEHHBIH Mpenapar MOJICKUT JTONOJHUTEIIbBHOMY MOHUTOPUHTY. DTO MO3BOJIUT
OBICTPO BBISIBUTH HOBYIO HH(popmanuio mo Oe3omacHocTd. Mbl obOpariaeMcs K cleluainucTaM
CUCTEMBI 3JJpaBOOXPAHECHHsI C MPOCHOOI €OOOIMAaTh O JIFOOBIX MOI03PEBACMBIX HEKEIATEIHHBIX
peakuusix. [Topsiiok cooOiieHust o HexenaTeNbHbIX PeaKusiX MpeacTaBieH B pasene 4.8.

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IPEITAPATA

Onuzapust, 300 Mr, KOHIIEHTPAT 711 TPUTOTOBJICHHS pacTBOpa I HHQY3Hi.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByIOIIIEE BEIIECTBO: IKYIN3ymMad™.
Kaxnpiii M1 koHIIeHTpata conepkut 10 mr sxynmu3ymada.
Kaxnapiii hnakon o6bemom 30 mi conepkut 300 Mr sxynuzymada.

*DKkynu3ymad — 9TO T'yMaHH3UPOBAaHHOE MOHOKJIOHAJIBHOE AHTHTENO, IOJNIyYEHHOE C
ucnoinb3oBanueM kietoyHor suauu CHO no trexHonoruu pekom6bunantuoi JJHK.

BeimecrtBa, HalMune KOTOPBIX HAJ0 YYMTHIBATH B COCTAaBE JICKAPCTBEHHOrO Iperapara: HaTpHii
(cMm. pasgen 4.4).

[TonHbIi IEpeueHb BCIIOMOTaTENBHBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Konuentpar mj1st mpuroToBieHUs pacTBOpa Jj1sl HHDY3UIA.

Hpo3paqHa;I 6CCI_IB€THa$I KUOKOCTD.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Ipenapar Dnuzapus noka3aH sl JICYEHUS

®  B3pOCIBIX MAIUEHTOB U JIeTeH C:

— mapokcu3MaibHOM HouHOM remornoounypueit (ITHI); sddexTuBHOCTH 3KyaH3ymMada
MOJTBEPXK/IE€HA Y TAlMeHTOB C TEMOJIM30M M COMYTCTBYIOIIMMH KIMHUYECKUMHU
CHMIITOMaMH, CBHJCTEIbCTBYIOIIMMH O BBICOKOH AaKTHBHOCTH 3a00JIeBaHUS, BHE
3aBHCUMOCTH OT NMOTPEOHOCTH B reMoTpaHcy3usX B aHaMmHe3e (cM. paszen 5.1)

—  aTUMHAYHBIM TeMOJUTHKO-ypeMudeckuM cuHapomMoM (al'YC) (cm. pazgen 5.1)

®  B3pOCIBIX MAIMEHTOB U JIETEH OT 6 JIET C:

— TeHepalu30BaHHON MmwuacteHueil rpasuc (TMI) c¢ aHTHTEnaMu K AaleTHIXOJIMHOBHIM

peuentopam (AChR)
®  B3pOCIbIX MMALUEHTOB C:

— 3aboneBanusMH criekTpa onTtukoHeBpomuenuta (3COHM) ¢ HamuumeM aHTHTEN K

akBanopuy-4 (AQP4) u peruauBupyrOIKUM TeueHHeM 3a0oeBanus (cM. pasaen 5.1)
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4.2. Pe:xuM 103MPOBaHUS U CI0CO0 MPUMeEHEHHUs

HpenapaT 3nmap1/1;{ JOJIDKEH BBOIUTHCS KBaJ'II/I(i)I/II_[I/IpOBaHHBIM MCIUIIMHCKUM IIEPCOHAIOM II0[
Ha6JIIOI[eHI/IeM Bpaqeﬁ, UMCIOIIIMX  OIBIT BCACHHA IMAUMCHTOB C TI'€MAaTOJIOrHYCCKHMU,
He(prJ'IOFI/I‘IeCKI/IMI/I, HeﬁpOMBImeqHBIMH niIn HCﬁpOBOCHaJIHTeJII)HBIMH 3a00JIEBaHUSIMU.

PexxuM 03upoBaHus

Hapokcusmanvhas nounas cemoz2nobunypus (ILLHI)

Pexxum no3upoBanust AJist B3pOCIbIX MAIMEHTOB (> 18 sieT) BKItouaeT 4-HeeIbHbIN HauanbHbLlL YUK
C MOCJICIYIOIIUM ITUKIIOM 71000epicusalowels mepanuu.

Hauanvnvii yuxn: 600 Mr nmpenapara Dnau3apus, BHYTPUBEHHO KallelbHO B TeueHue 25 — 45 MuHyT
(35 munyT + 10 MuHYT) | pa3 B HEJEIIO B TEUCHHE TICPBLIX 4 HEMIEb.

Tloooepocusarowas mepanus: 900 mr mpenapara Diu3apus, BHYTPUBEHHO KalleJIbHO B TCUCHUE
25 — 45 munyt (35 mubnyt + 10 MuHyT) Ha 5-if Hemene, ¢ mocieayromUM BBedeHueMm 900 mr
npenapara Dnu3zapus Kaxasie 14 + 2 nHen.

Amunuunolii_cemonumuro-ypemuyeckuil cunopom (al'VC), eenepanuzoeannas muacmeHus 2paguc
(eMI') u 3COHM

Pexxum nosupoBanus it B3pocisix namuentoB C al'YC, rMI" u 3COHM (> 18 ner) Bkitouaer 4-
HEJICIBHBIN HauanbHbIl YUK C TIOCIIEIYIOUTUM IIUKIIOM no00eparcusaroueit mepanuu.

Hauanvnoui yuxn: 900 mr npenapara Dnu3apus, BHYTPUBEHHO KalelbHO B TeueHUe 25 — 45 MUHYT
(35 munyT + 10 MuHyT) 1 pa3 B HEACTIO B TCUCHUE 4 HE/ICb.

Iloooeporcusarowas mepanua: 1200 mr npenapara Dnu3apusi, BHyTPUBEHHO KalelbHO B TEUEHUE
25— 45 munyt (35 munytr + 10 MuHyT) Ha S5-i Hemene, ¢ mocieayromUM BBeneHueM 1200 mr
npenapara Jnu3apus Kaxasie 14 +£2 nHei.

Oco0BIe TPVIIIHI MTAIMEHTOB

HpumeHeHue Y AUY nodHculoco eospacma

[Ipenapar MOXXHO Ha3zHa4yaTh MalKMeHTaM ctapiie 65 jer. CnenuaaTbHOrO peXuMa JT03UPOBAHUS U
COOJIIO/ICHHSI CIIEIMANIBHBIX NPEI0CTOPOKHOCTEN HE TpeOyeTCsl, XOTS KIMHUYECKUH OMBIT JIeUSHHs B
9TOU BO3PACTHOM I'PYIIIE OTPAaHUYEH.

Ilpumenenue y nayuenmog ¢ noueyHou HedoCmMamoyHOCmbio
Koppekuuu no3s! npenapara Dnu3apus B JaHHOM IpyIIe NallMEHTOB He TpedyeTcs.
IIpumenenue y nayuenmoe ¢ neueHo4yHou He0oCmamoyHOCMbIO

CriennanbHbIX UCCIEeN0BaHUM 3PPEKTUBHOCTH U OE30MaCHOCTH Mpernapara Diau3apusl y MalueHToB
C HapyIIEHUSAMH (PYHKIMH [T€YEHU HE MTPOBOIUIIOCH.

eTu
Jlemu c IIHI', al'VYC u eMI”

[Mequatpuueckum mamumentam ¢ [THI, al'YC u ™I ¢ maccoit Ttena >40 kr BBOAST mpemapar B
COOTBETCTBUU C PEKOMEHAALMAMU 110 JO3UPOBAHUIO JUISl B3POCIIBIX MALUEHTOB.

VY nennarpuueckux nanuentoB ¢ [THI', al'YC u rMI' ¢ maccoii Tena <40 Kr 103upoBaHue Mpenapara
Dnu3apust IPOBOJAT IO CIEAYIOLIEH CXeMeE:

Bec manmenTta | HavyanbHbI UK Moanep:xxuBaromas Tepanus

30 - <40 xr 600 mr 1 pa3 B Hememro B | 900 mr Ha 3-if Henmene; 3areM 900 Mr KakapIe 2 HEAeTH
TEUYCHHE NIEPBBIX 2-X HECIb

20 - <30 xr 600 mr 1 pa3 B mememo B | 600 mr Ha 3-i Henene; 3aTeM 600 Mr Kaxabie 2 HEETH
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TEUCHHUE MEPBBIX 2-X HECThb (MOCREOOEAT SCTE 0TS
10 - <20 xr 600 mr 1 pa3 B mepywo | 300 mr Ha 2-if Henene; 3aTeM 300 Mr Kaxable 2 Helenu
HEIEIIO
5-<10kr 300 mr 1 pas B mepsyto | 300 mr Ha 2-if Henene; 3areM 300 Mr kaxxaple 3 Heaenu
HEIEIIO

[Ipumenenue sxynu3ymada He uzydanocs y nanueHtoB ¢ [THI wau rMI” ¢ Becom menee 40 kr. Beioop
J03bI 3KyJIn3ymMala /sl TaHHBIX MAIMeHTOB BecoM MeHee 40 KT OCHOBaH Ha pPEXHUME JI03UPOBAHUS B
3aBUCUMOCTH OT Beca Juisi mnenuarpuueckux mnamueHtoB ¢ al'YC. Ha ocHoBanuu
dhapmakokuHeTndeckux (OK)/bapmakonnnamudeckux (DJ]) maHHBIX, JOCTYMHBIX JJIs MAIIMEHTOB C
al'YC u ITHI', nomydaBmux 3Kynu3ymad, 03KUAETCs, YTO ATOT PEKUM JI03UPOBAHMS, OCHOBAHHBIM
Ha Macce Tena, IJs MeJuaTpUuYecKuX NaleHTOB 00ecneuuT Takoi ke npoduiib 3PpPeKTUBHOCTU U
0€30MacHOCTH, KaK U Y B3POCIIbIX.

bezonacHocTh u 3 PeKTUBHOCTD IKyNIHM3yMada Mo Mmoka3aHuio JeueHue pedpakrepuoit tMI y nereit
B Bo3pacte oT 0 10 6 JeT Ha JaHHBI MOMEHT HE YCTaHOBJIEHBI. J[aHHbBIE OTCYTCTBYIOT.

be3zonacHocTh 1 3¢ (eKTUBHOCTH 3KyNIn3ymada no nokazanuto jgeuenne 3COHM y nereii B Bo3pacte
ot 0 10 18 neT Ha JaHHBIA MOMEHT HE YCTaHOBJIEHBI. J[aHHbIE OTCYTCTBYIOT.

JlonoJIHUTENILHOS BBEJICHUE IIpenapara

JlononHuTeNnbHAsT J03a Ipenapara Onu3apus HeoOXoIuMa B CIy4dae COIYTCTBYIOLIETO
wazmadepesa, 0OMEHHOTO MepPEeNUBaHUS TIa3Mbl WU TIEPETUBAHUS CBEXKE3aMOPOKEHHOMN I1a3MBl,
KaK OMMCAHO HIXKE:

Hpeabinymas JononnurtenbHasi 103a Bpemsi BBeieHus1
Bun npouenypsol J03a mpenapaTa | mpenaparta DJau3apus mocje | A0NOJHUTEILHO 103bI
dummzapusi KAXK/10H Mpoueaypsl npenapara Jiu3apus
300 Mr Ha KaXX bl
B teuenne 60 MmunyT
[Tna3zmadepes niu 300 mMr iazmMadepes uim 00MEHHOE
nocJie KaxJ0ro
0o0OMEeHHOe MepeIuBaHUE I1a3Mbl
" mwia3madepesa win
IepeiBaHue 600 Mr Ha KaXX bl
O0OMEHHOTO TIepeUBaHUS
I1J1a3Mbl > 600 mr ia3Madepes M 0OMEeHHOe

I1J1a3MBbl
TNEPEIIMBAHNC T1JIa3Mbl

3a 60 MuHYT 10

[lepenuBanue MepeTMBaHUS KaXK[OH
o 300 MT Ha KOKIYIO CIUHUAITY
CBEKEe3aMOpOKeHHOH | > 300 mr o € IMHUIIbI
CBEXE3aMOPOKEHHOM TUTa3MbI o
T1a3MBI CBEKE3aMOPOKCHHOH
IUIa3MBI

JlononHUTeNbHAs J103a Ipenapara ODiau3apus HeoOXoauma B CIy4ae CONYTCTBYIOUIETO JIEYEHHUs
BHYTPHUBEHHBIM BBeJileHMeM UMMYyHornoOynuHa (BBUTI'), kak onucano Hioke:

Mocnenusis g03a mpenapara | JlonoaHuTtenbHas no3a | Bpemsi BBeieHHMsI TOMOJTHUTETbHOM

dumzapus npenapara Jiu3apus J03bI Ipenaparta JJIn3apus

>900 mr 600 mr Ha onuH nuka BBUT Kak MoxHO paHblle mocie LUK
BBUT'

<600 mr 300 mr Ha onuH ka1 BBUT

KoHTposb B Iipoliecce ICUSHHS

VY manuentoB ¢ al'YC HE0OX0IMMO KOHTPOJHUPOBATh TUHAMUKY U BBIPAKEHHOCTH MPHU3HAKOB M
CUMIITOMOB TpoMOoTHueckoi wmukpoanronatuun (TMA) (cm. pasmen 4.4). Pexkomenmyercs
MOKU3HEHHOE JIYCHHE TpernaparoM Onu3apus, 3a HCKIIOUYEHHEM TeX CIy4yaeB, KOrja ecTh
MEIULUHCKUE TIOKA3aHUS ISl TPEKPAIICHUS JICUCHUS.
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[Ipu nedernnu rMI’, o uMerOIIMMCS JaHHBIM, KIIMHUYECKHI OTIIQ'T"('Jﬁl

nedyeHus sKynuzymadom. [Ipekpamienue Tepanuu ciieayeT paccCMaTpUBaTh y MAIlMEHTOB, Y KOTOPBIX
HET MOJATBEPXKACHUS TepaneBTuyeckoro s¢dexra Ha 12 Henene.

Cnocob IIPUMCHCHU A

[Ipumenenune mpemapara ODnu3apus BO3MOXKHO TOJBKO IIyTeM BHYTPUBEHHOH HWH(Y3UU B
COOTBETCTBHHM C ONMCaHUEM HMKe. He BBOIUTH BHYTPUBEHHO CTPYHHO MIIM OOJIIOCHO.

[TpuroToBNIEHHBINH pacTBOP MpemapaTa Iau3aprsi HEOOX0IMMO BBOJAUTH IIOCPEICTBOM BHYTPUBEHHOM
nH}y3un B TeueHue 25— 45 MUHYT B3pOCHIBIM IMAallMEHTaM M B TeueHHe 1—4 4acoB MamueHTam
JIeTckoro Bo3pacta. s BBeIEHUS HEOOXOAMMO HWCIIONB30BaTh CIEIUAIbHBIE HH(Y3UOHHBIC
CHCTEMBI C KOHTPOJIUPYEMO# nocTaBKoi. Bo Bpemsi BBeleHHs mperapata HET HEO0OXOIMMOCTH
3alUIIATh MPUTOTOBJICHHBIN pacTBOP OT cBeTa. MHCTPYKIUIO IO MPUTOTOBJICHUIO JICKAPCTBEHHOTO
npernapara rnepeJ IpuMEHEHUEM CM. B paszele 6.6.

IIpoBenenue nHGY3UNU HA AOMY

J1J1s1 TalUeHTOB C IMOATBEPKICHHOM XOPOIIIeH MEPEHOCUMOCThI0 MH(PY3UH B KITMHHYECKHX YCIOBHSIX
MOJKET PacCMaTPHUBATHCS BOIIPOC O MPOBEICHUHU MIPOIEAYPHI B JOMAITHUX YCIOBHIX. 3aKIIFOUYCHUE O
BO3MOYKHOCTH TPOBEACHUS WH(Y3UH B JOMAIIHHX YCJIOBUSX BBIHOCHTCS JICYAl[MM BpauoM Ha
OCHOBE KOMIUICKCHOW OIEHKU COCTOSIHUS manueHTa. [IpoBeneHne nHPY3uii B JOMAITHUX YCIOBUSIX
OCYIIECTBISICTCS MCKIIOYUTEIBHO KBATU(PUIIMPOBAHHBIM MEIMIIMHCKAM PaOOTHUKOM. JlaHHBIE O
0€30MMacCHOCTH BHITIOJTHCHHS HHPY3UH B JOMANTHUX YCIIOBUSAX OTPaHUYCHBI, HEOOXOIMMO COOJII0IaTh
JOTIOJTHUTEJIBHBIE MEpbl IPEIOCTOPOIKHOCTH, TAaKHE KaK BO3MOXHOCTh OKa3aHUS DSKCTPEHHOU
MTOMOIIIM MTPU BOZHUKHOBEHUHU HEXEIATEIbHBIX peakiuil win anaduiakcuu (cm. paznenst 4.4 u 4.8).

4.3. IIpoTnBonOKa3aHus

['MrepuyBCTBUTENFHOCT K OJKylIH3yMaly WJIM K JIOO0OMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
NEepeUMCIICHHBIX B pa3zene 6.1.
Jleuenue npemaparom Dau3apus HEIb3s1 HAUUHATH Y TAIUEHTOB:

— ¢ akrtuBHO# uHbekimeit Neisseria meningitidis.

— ¢ orcyrcTBueM BakuuHanuu npotuB Neisseria meningitidis, ecau TONbKO HE MPOBOIMTCS
COOTBETCTBYIOMIAs NpO(HIaKTHYECKass aHTHOMOTHKOTEpANUS B TEUCHHE 2 HENENb II0CIE
BakIHaIK (cM. pazzen 4.4).

4.4. OcoOble yKka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

IIpocaexxnuBaeMoCTh

HJ’IS[ YIYHYHICHUA IMPOCIC)KUBACMOCTHU OMOJIOTHMYSCKUX JICKApCTBCHHBIX IIPEIIapaToB HGO6XO)II/IMO
TOYHO JOKYMCHTHPOBATH TOProBOC HAMMCHOBAHNEC U HOMEP CCPpUH NPUMCHACMOI'O IIpCriapara.

Tepanust »Kkynmu3ymabOM HE OKa3bIBae€T BIUSHUS HA AarIaACTUYECKHH KOMIIOHEHT aHEeMUU Y
nanuenTon ¢ ITHI.

MEeHUHTOKOKKOBAs HHMEKIINSI

MexaHu3M JIecTBHS AKyJIM3yMada MpeanosaraeT MoBHIILICHUE PHCKa Pa3BUTUS MEHHHTOKOKKOBOW
undexunu (Neisseria meningitidis) Ha ¢one ero nmpumeHeHus. B kadecTBe MAaTOTEHHBIX MOTYT
paccMarpuBaThCs JTFOOBIE CEPOTHIIbI, BKIOYAs M HETHIIUYHBbIC, Hanpumep, X. s Toro, 4roOsI
CHU3UTh PHCK WUH(UIMPOBaHMS, BCEM IMAI[ICHTAM HEOOXOAMMO IPOBOJAUTH BAKIMHAIMIO MPOTUB
MEHUHIOKOKKA 3a 2 HeJeH JI0 Havaya Tepariy npernapaToM DJIu3apus, 3a HCKIIOYEHHEM CIIydacs,
KOTZa PHCK OTCPOYKH JICUCHHs [pernaparoM OIU3apus TPEBBIIACT PHCK  pPa3BUTHSA
MEHUHIOKOKKOBOH MH(ekuun. [TanueHTsI, KOTOPBIM JIeYeHUE MpenapaToM Diu3apust ObUIO HAYaTo
paHee, 4eM uepe3 2 HeleNd TOCIe BAKIWHALWU MPOTHB MEHUHTOKOKKOBOW MH(MEKINH, JOJDKHBI
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HOJIy4aTh COOTBETCTBYIOIIYIO MPOQPUIAKTHUECKYIO aHTHGakl;]éﬁha]fs‘;ﬁ&";Teﬁa 10” B’ TeUetTic

2 Heslenb T0CHe BaKIMHAIMK. Bce manueHThl Takke MOJDKHBI ObITh PEeBAaKIMHUPOBAHBI, COTIACHO
cymiectByromuM B PO crangapram. PekoMeH10BaHbI BAKIIMHEI TPOTUB CEPOTUIIOB MEHUHTOKOKKA A,
C,Y, W135 u B (ecnu gocrymnHa).

B psne cnyyaeB BakUMHaIMsA HE OKa3bIBAeT JTOCTATOYHOTO 3alIMTHOTrO jaeicTBHs. CooOmanocs o
ClIy4asiX CEepbE3HbIX WM CMEPTENIbHBIX MEHMHIOKOKKOBBIX MH(EKIMH y MalUeHTOB, MOIy4aBIINX
sKynu3ymad. Cerncuc sSBIsIeTCs YaCThIM MPOSBICHUEM MEHHHIOKOKKOBOM MH(EKINH y MalueHTOB,
MOJTyYaroIUX Kyau3ymMad. Bee manmeHTs! 10KHBI HAOMIOAATECS HA MPEAMET paHHUX MPU3HAKOB
MEHHHTOKOKKOBOM MH(EKIMH, HEMEIJICHHO 00CIe0BaThCs IPU MOA03PEHUN HAa HH(MEKLHUIO U TPU
HE00XOAMMOCTH JIEUYUThCS COOTBETCTBYIOIIMMU aHTHONOTHKaMHU. [Ipu BeIOOpe aHTHOaKTepHaTbHOTO
mperapara i JIGYCHHS ~MEHHHTHTa HEOOXOAMMO CTPOro  ClIeAOoBaTh  O(UIIMAIBHBIM
pexoMeHaauusaM. IlanneHToB cnenyer npouH(opMupoBaTh 00 3TUX MpPHU3HAKAX M CUMIITOMAax U
IPUHATH MEpbl Il HEMEUIEHHOTO OOpalleHUs 3a MEJULMHCKOM momouibio. Bpaun noixHbBI
00CYAMTb C MalMeHTaMH NPEUMYILECTBA U PUCKU TePAIMU MIPEernapaToM DIU3apusl.

Jlpyrue cucreMHble HHPEKIIUU

B cBs3M ¢ MeXxaHM3MOM JCHCTBHS TEpamuio IMpernapatoM Oiu3apus cjieayeT Ha3HayaTh ¢
OCTOPOKHOCTBIO IMAIIMEHTaM C AKTHBHBIMH CHCTEMHBIMH HH()EKIUSAMH. Y MAIMEHTOB MOKET
MOBBICHTBCS BOCIIPMUMYHMBOCTE K HH(EKIMAM, 0OCOOEHHO K BbI3BaHHBIM OakrepusiMu pojaa Neisseria
1 MHKAICYJIMPOBaHHBIM OakTepusiM. Coo0MIanocs 0 Cepbe3HbIX WH(DEKIUAX, BBI3BAHHBIX BHIAMHU
Neisseria (kpome Neisseria meningitidis), Bkarouas 1ucCeMUHUPOBAHHBIE TOHOKOKKOBBIEC HH(MEKITUH,
IPH JIEYEHUH 9Ky au3yMadom. [Ipu 3ToOM JTaHHbIE KITMHUIECKUX UCCIIEIOBAHMI HE BBIABUIIN Pa3IHIHii
B 4YACTOTE, TSUKECTH WM JIOKAIM3alMd MHQEKIUH y IalMeHTOB, MOJIy4YaBIIMX OJKYIH3ymMad u
wiare6o. TeM He MeHee, MAIMEHTHI JOJKHBI OBITh MIPEAYIPEKIEHBI O BO3SMOKHOCTH aKTHBU3AI[MH
uHpeknnu Ha (OoHE JIeUueHHs MpernaparoM DIU3apus M €€ BO3MOXHBIX CHMITOMax. IlanueHToB
HEOOXO0MMO ITPOKOHCYIIHTHPOBATH 110 BOIPOCaM MPO(HIaKTHKHA TOHOPEH.

I/IHd)VSI/IOHHLIe pPCaKnnun

BHyTpuBeHHOE BBelleHHE Ipenapara JiIu3apusi MOXKET MPUBECTH K HH(Y3UOHHBIM PEAKIHSIM WA
MMMYHOTE€HHOCTH, KOTOpbIE€ MOTYT CTaThb HPUYMHOM aJIEprHYECKUX peakuuil WM peakuui
THIIEPYYBCTBUTEIBHOCTH, BKIIIOYAs aHaduiakcuioo. B kiauHuYeckux uccienoBanusx y 1 (0,9 %)
narnuenTa ¢ TMIT Bo3HuKIa MH(Y3MOHHAs peakius, MoTpeOoBaBIIas OTMEHbI 3Kynu3ymada. Hu y
onHoro mneauarpuyeckoro mamueHnta c¢ [IHI, al'VC, r™MI' wm 3COHM He Habmomanoch
MH(Y3MOHHON peaklnu, MOTpeOoBaBlIeld OTMEHbI AKyau3yMada. Jleuenue npenapatom Diauzapus
CIIEYET MPEKPATUTh Y BCEX MAIIMEHTOB, Y KOTOPBIX HAOIIOAAIOTCS TsHKEIbIe HH(PY3HOHHBIE PEaKIIHH,
Y Ha3HAYUTh COOTBETCTBYIOIIYIO MEAMKAMEHTO3HYIO TEPAIHtIO.

MIMMVYHOT€HHOCTB

B mnane6o-koHTponupyembix uccineaoBanusx [IHI Obuti BBISBIEHBI HU3KUE TUTPHI aHTHTEN Ha
dbone neuenus sxkynmuzymadom (3,4 %) u npu nonyuenuu mianedo (4,8 %). YV nanuentos ¢ al'YC,
MOJTyYaBIIUX IKYIH3yMa0, 3apeTUCTPUPOBAHO TOSBIIEHUE aHTUTEN K Tpenapary B 3 ciydasx uz 100
(3 %).

B 1 cnyyae u3 100 (1 %) y namuentoB ¢ al'YC 3aperucTpupoBaHoO MOSIBIEHUE HU3KUX 3HAYCHHUN
HEUTPAIU3YIOIIUX AHTUTEIL.

B mnane6o-koaTponupyeMom uccnenoBanuu rMI Hu y ogHoro (0/62) U3 momy4aBImux dKyau3ymad
MAIUEHTOB He OBLJIO BBISBIICHO aHTHUTEI K IKYJIH3yMaly B TeueHHe 26 He/ledb aKTHBHOTO JICUCHHSI,
TOTJIa KaK B IPOJOKEHHOM HCCIIEIOBAaHUH B 00IIeH CIOKHOCTH Y 3 3 117 (2,6 %) ObLIIN BBISBIICHBI
aHTHTENa Ha Pa3HBIX BU3UTAX 10 CPABHEHUIO C UCXOHBIM YpOBHEM. BhIsSBICHHBIC 3HAUECHUS AaHTUTE
HOCHJIM TPAH3UTOPHBINA XapakTep, MOCKOJIBbKY HE BBISBISLIUCH HA MOCIEIYIOIIUX BU3UTAX, U Y ATHX
MAlMEHTOB HE OBLJI0O HUKAKUX KIMHUYECKUX JAHHBIX, YKa3bIBAIOIIMX HA BIIMSHHWE AHTUTEN Ha
3¢ (HEeKTHBHOCTH TEpAIUU.
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COOTBETC TEn'ET -'I'i'l'_EF'TH 'H-' OTYETY

MOJIYYaBIIUX JICYECHHE IKYIM3YyMaOOM, OIMpeNessuIuCh HEMOCTOSIHHbIE aHTUTeNa K dKylIu3ymaly B
HU3KOM TUTpe 0e3 HelTpanu3yroieid akTuBHOCTH. He 0OHapyKeHO KOppEeNsSIuu THUTPa aHTUTEN U
KJIMHUYeCcKOor 3¢ (hEeKTUBHOCTH Mpenapara Win ero Ho004HOro J1eHCTBUS.

NmmyHnuzanus

Jo nHavana Tepanuu mnpenaparoM Onuzapus BceM mnamveHtam ¢ [THI, al'VC, tMI' u 3COHM
PEKOMEHYETCSI MPONTH MOJHYI0 BAaKLUHAIMIO B COOTBETCTBUU C HALMOHAJIbHBIM KaJleHIapeM
npoBeeHus nmpodunakTuyeckux npuBuBoK. Kpome toro, o kpaiiHeii mepe 3a 2 Heienu 10 Havyaia
JeueHusl TpenapaToM OIu3apus, BCE MAIMEHTHl B 0053aTENbHOM TOPSJIKE JOJHKHBI OBITH
MMMYHHU3UPOBAaHbl MEHUHTOKOKKOBOM BakKIMHOW. PexoMeH10BaHbl BaKLIMHBI TPOTUB CEPOTHUIIOB A,
C,Y, WI135 u B (ecau nocrymnHa) i npopHIaKTHKA MEHHHTOKOKKOBOW MH(EKIIHH.

HaHI/ICHTH Mjagaic 18 mer JOJIDKHBI OBITh BaKIIMHHUPOBAHBI TAKKC IIPOTUB FCMO(bHHBHOﬁ HaJ04KH1 U
IMHEBMOKOKKA B CTPOIroM COOTBECTCTBUHU C HAIMOHAJIIBHBIM KAJICHAAPEM IIPUBUBOK.

BaknuHanus MOKeT JOMOJIHUTENbHO aKTUBHPOBATh CUCTEMY KOMILIEMEHTA, B PE3yJabTaTe 4ero y
MalMEeHTOB C KOMILJIEMEHTOMOCPEI0OBaHHbIMU 3a0osieBaHusiMu, Bkmrodas [IHI, al'VC, rt™MI' u
3COHM, mosxeT HabII01aThCS YCUIICHUE MTPOSBICHUHN U CHMIITOMOB OCHOBHOTO 3a00JI€BaHMs, TAKUX
kak remouu3 (y nanueHtoB ¢ [THI') wiu tpomborudeckas mukpoanruonatus (TMA) (y maiueHToB ¢
al'VC), oboctperre MI' (rMI') wiu peraue (3COHM). B cBsi3u ¢ 3TUM TIOC/IE BaKI[HHAIMH
HE00X0IMMO BHUMATEIIHLHO HAOIIONATh 32 MPOSBICHUEM CHUMITOMOB 3a00JICBaHHI y TTAIIHEHTOB.

AHTUKOAryIsHTHas Tepanus

PGKOMGHIIaIII/II/I 10 IMPOBCACHHIO aHTHKOaFYHﬂHTHOﬁ TCpalMyu HE AOOJDKHBI U3MCHATLCSA B CBA3HU C
Ha3HA4YCHUECM IIpCIiapaTta SHHSapI/IH.

Tepanm{ HUMMYVYHOACTIPECCAHTAMHU U aHTUXOJHMHICTCPA3HBIMHU ITpCIiapaTaMu

Hayuenmuor c eMI’

HpI/I CHMIXCHHUH OO03bI WM NPEKPAIICHUU ITpHueMa UMMYHOACTIPECCAHTOB U aHTUXOJUHICTCPA3HBIX
npenaparTroB CIACAYCT BHUMATCIIbHO CJICAUTH 3a ITPU3HAKaAMU O6OCTpeHI/I$I 3a00J1eBaHUS Yy IalflMCHTOB.

Hayuenmwvr ¢ 3COHM

B cnyuae OTMEHBI WM CHUXEHHHM JI03bI HMMMYHOJICIIPECCHBHOTO IpemapaTa HeoOX0IuMo
BHUMATEJIBHO CJIEANThH 3a MPU3HAKAMH HJIM CUMIITOMaMH MOoTeHnansHoro penuanusa 3COHM.

JlabopaTopHbIil KOHTPOJIb pu JieyeHuu [THIT

VY mnanuentoB ¢ ITHI' Ha ¢one nedyenust mpemnaparoM Dnuzapusi, Uisi KOHTPOJIS BBIPAXKEHHOCTH
BHYTPHUCOCYJHMCTOTO TE€MOJIM3a, HEOOXOAMMO OIpe/eleHne aKTUBHOCTH JIAKTaTIETUIpOreHas3bl
(JIAI') B ceiBopoTke kpoBu. [Ipu HEOOXOAUMOCTH KOPPEKIIMH J03BI B MEPUOJ OIS KHBAIOIIEH
TepaIuy 4acToTa BBEJICHU Ipernapara, onpesensemas paMkaMu 14 + 2 mHs1, MOXKeT ObITh yBeIHUYeHA
1o 1 pasza kaxnpie 12 nueil.

JlabopaTopHbIil KOHTPOJIb Ipu JieyeHuu al YC

VYV mammentoB ¢ al'YC Ha (oHe nedeHus mpemaparoM Onm3apusi KOHTposib 32 TMA 1oJDKeH
OCYIIECTBISATHCS C TMOMOIIBIO PETYISIPHOTO MOHUTOPUHTA KOJIMYECTBA TPOMOOIIMTOB, aKTUBHOCTH
JAKTAaTIACTUAPOTeHA3bl U KpeaTHHWHA B CHIBOPOTKE KPOBH. [Ipr HEOOXOIMMOCTH KOPPEKITUU O3B B
Mepuol TOJAJEPKUBAIOIIECH Tepanuy, 4acTOoTa BBEJIEHHUs Ipenapara, ompeneiseMas pamMKaMu
14 + 2 nHs, MOXKeT OBITh YBeIUYeHa 10 1 pa3a kaxasle 12 THEH.

Ipekparenne neyenus nanueuTos ¢ [THI

[TanieHTHI, y KOTOPBIX TepaIusi IpenapaToM Diir3apusi Oblia peKpaIieHa, J0KHBI HaXOAUTHCS MO
MCIUIITUHCKUM HaGJIIOHGHI/IeM JUUIA OGGCHG‘-IGHI/ISI KOHTpOHH 34 THTCHCUBHOCTBIO BHYTpI/ICOCyI[I/ICTOI‘O
remoininza. [Ipu3HakamMu TSDKEIIOTO TeMOJn3a SIBJSIOTCS: TMOBBINICHUE akTUBHOCTH oOmien JIJII B
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OJTHUM M3 CIICIYIOIUX MOKa3aTeleii: abcoMoTHOE yMeHbleHue pasmepa kiona [THI™ 6onee yem Ha
25 % (mpu otcyrcTBuM 3¢ (dekra pa3BeAeHus B Cliydyae reMoTpaHc(y3un) B TedeHue 1 Hepenn win
paHblle; KOHIEHTpanus remorioonna meree 50 r/1 wiam ee cHmwkeHue Oonee vyem Ha 40 r/;m 3a
1 Henento WK paHbIlIe; MOSIBIICHUE WM HapacTaHUE TSDKECTH CTEHOKApMH; HAPYIICHHUS TICUXUKY;
MOBBIIICHUE KOHILIEHTpAallUU KpeaTMHHMHA B KpoBH Ha 50 % wumm TpomOo03. JIIUTENbHOCTH
HaOMIOACHNST 3a TalMEeHTaMU TIIOCNie MPEKpaIleHUs JICYeHHs IpenaparoM OJu3apus T0JDKHA
COCTaBIISITh HE MEHEE 8 HEICIb.

B cnydae nosiBneHus MpU3HAKOB TSHKEJIOT0 FeMOJIM3a MOCIE MPEKPALICHUs Tepauu peKOMEHAYeTCs
HAa3HAYUTh [I€pelIMBaHWE KPOBHU (IPUTPOLUTAPHOM MacChl) WJIM TPOBECTH OOMEHHYIO
reMOTpaHc(y3HI0 B TOM CITy4ae, €ClIv 10 JaHHBIM ITPOTOYHON IUTOMETPUH MONYJIsus kietok [THI
>50 % oT Bcero KoJIMYeCTBa IPUTPOLIMTOB, a TAKKE HA3HAYUTH AaHTUKOATYJISIHTBI, KOPTUKOCTEPOU/IbI
WJTU BO30OHOBUTH TEpaIuIo penaparoM Dnuzapus. Jlanusie HabmoaeHus 3a 16 nauuenramu ¢ [THT,
y KOTOPBIX Tepamusi 9KyIu3ymMaOoMm Oblla ImpeKpalieHa B XOJAe KIMHUYECKUX HCCIeIOBaHUM, HE
BBISIBIJIM Y HUX YCHJICHUSI MHTEHCUBHOCTH BHYTPHUCOCYAUCTOIO T€MOJIH3a.

IIpekpainenue geuenusd nmanueHTos ¢ al' YC

[Tocne oTMEHBI JeueHHs SKynu3ymMaboMm Yy HEKOTOpbix mnamueHTtoB ¢ al'YC Obuto OTMEueHO
B0300HOBIeHHE cuMnToMOB TMA, B nepuoz ot 4 1o 127 Henensb nocie npekpaiieHus tepanuu. B
kinHnueckux uccienoanusx al YC B oOmieit cnokHoctu 61 mamuent (13 HuX 21 peGeHOK)
IPEeKpaTUIN NPUMEHEHUE 3Kyau3zymala, rmepuoja HaOIIOACHHsS 33 HUMHM B CpeJHEM cocTaBuil 24
Henenn. Ilocne mpekpameHust nedeHuss y 12 manueHToB ObUIO 3apUKCHPOBAHO TMSATHAIIATH
CEpbE3HBIX OCJIOKHEHMH, CBA3aHHBIX ¢ Bo300HOBIeHMeM TMA. Eme naBa ciyyas TsSKeIbIX
nposiBiieHuit TMA BO3HUKIIM y 2 TAIIUEHTOB, KOTOPBIE MOJIyYaIu 3Kyau3ymad B Oojiee HU3KOMU J03€
— BHE YTBEPXAEHHOro pexuma ao3upoBaHus. CepbesHble MposiBaeHus TMA HaOmoganuch y
MAIUEHTOB, HE3aBUCUMO OT TOT'0, OBLIM JIM Y HUX BBISIBIIEHBI TEHETUYECKUE MYTallMH, BBICOKUIA PUCK
noauMopu3Ma WIM ayTOaHTUTeNna. Y 3TUX NAllMEHTOB BO3HUKIM JONOJHHUTEIbHBIE CEPbE3HbIE
MEIUIMHCKUE OCJOKHEHUS, B TOM YHUCIJIE: PEe3Koe YXyALIeHHEe (YHKIMH TMOoYeK; 3a0o0JieBaHuUs,
TpeOyIolIue TOCIUTANN3ANKN;, ¥ TPOrPecCHpPOBaHUE XpoHHYeckod Oonesu mouek (XBII) mo
TEPMUHAJIBLHON CTaIMU TIOUYEYHOM HEIOCTATOYHOCTH, TPEOYIOIed 3aMEeCTHTEIbHOW TMOYeYHOMN
Tepanuu. HecMOTpsi Ha BO30OHOBJIEHUE JICUEHUS HKYIM3yMaOOM, y OJHOTO MalMeHTa Pa3BHIIOCH
IIPOrPECCUPOBAHNE COCTOSIHUS 1O TEPMUHAIBHON CTaIMU MOYEUYHOM HeocTaTOuHOCTH. [larueHTsl ¢
al'VC, KOTOphIM IpPEKpaTUIIN JICYEHUE SKYJIN3yMaOoM, JOJKHBI HaXOAWUTHCS MO MEAMLIMHCKUM
HaOJt0IeHUeM ISl 0OecTieueHUs] KOHTPOJIS 3a MPU3HAKAMHM U CUMIITOMAaMH TSKENbIX OCJIO0KHEHUN
TPOMOOTHUYECKOW MUKPOAHTHONIAaTHH. MOHUTOPUHTA MOKET OBITh HEIOCTATOYHO JJIS MPeACKa3aHus
WM TPEAOTBPAIIECHUS TSKENbIX MPOSIBICHUNH TPOMOOTUYECKOM MHKPOAHTMOINATHH Y MAlMEHTOB C
al'VC nocnie oTMeHBI Ipenapara.

[Tpusnakamu mpossieHuii TMA mnocine oTMmeHsl 3KynuzyMmaba siBisitoTcs: (1) mroOble nBa uiau
MOBTOPHO BBISABIISIONIEECS] M3MEHEHHE OJIHOTO W3 CIEAYIOIMX IOKa3zaTesiel: CHIDKEHHE Yucia
TpoMOonuTOB Ha <25 % 1O CpaBHEHUWIO C WCXOJHBIM 3HAYCHHEM WM MAaKCHMAJIbHBIM YHCIIOM
TPOMOOIIUTOB BO BpeMs JICUEHHUS SKYIM3yMaOoM; YBEJIMUYCHHE KOHIICHTpAallUd KpEeaTWHHHA B
CBIBOPOTKE Ha > 25 %, M0 CpaBHEHHWIO C MCXOIHBIM 3HAYEHHWEM WJIM MHHUMAIGHBIM YPOBHEM BO
BpeMs TEpaIruy 3KyIM3yMaboM; WM yBeIMUEHHE ChIBOpOTOYHOU akTtuBHOCTH JIAI Ha > 25 % mo
CPAaBHEHHIO C WCXOJHBIM 3HAUYE€HHEM WJIHM MHHHMAaJIbHBIM 3HAYCHHEM BO BpEeMs Tepanuu
HKYIU3yMaOboM; Wi (2) 1r000# U3 CIEAYIONIMX CUMIITOMOB: H3MEHEHHE NICUXUYECKOTO COCTOSIHMUS,
CYAOPOTH, CTEHOKAPIHsI, OJIBIIIIKA, TPOMOO3.

B cnydae paszButus Tspkenbix ocnoxHeHud TMA mocne mpekpamieHus JeUeHHs SKyIu3ymadoM,
peKOMeHAyeTCs BO30OHOBUThH TEPAIUIO dKYJIN3yMaOOM, Ha3HAYUTh MOJAEP/KUBAIOIIEE JICYEHUE C
MOMOIIBI0  TuIa3Madepe3a Wi OOMEHHBIX NEepeIMBaHUM IJa3Mbl MM  COOTBETCTBYIOIIYIO
cneun(UYecKyro  MOAJEPKUBAIOIIYIO  TEpaNuio, BKIIOYas TEMOAUANIN3, HCKYCCTBEHHYIO
BEHTWIALIMIO JIETKUX UJIM aHTUKOAryJISHTHYIO TEPAIUIO.
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Ilpekpaltienne neyeHus manueuTos ¢ tTMI

COOTBETCTBYET : -'I'i'l'_EF'TH JMY OTUETY

Hcnons3oBanme BKYJ'II/IBYMa6a IIpH JICUCHUHA rMI’ MMPOBOAWJIOCH TOJIBKO B YCJIOBHAX JJIMTCIIBHOI'O
IMPUMCHCHUS. HCO6XOI[I/IMO BHUMATCJIbHO CJIICAUTH 3a COCTOAHUCM IMMAllMCHTOB, IMPCKPATUBIINUX
IIPUMEHCHUEC BKYJ'II/IBYMa6a, IJIs1 CBOCBPEMEHHOI'O BBISIBJICHUA IIPU3HAKOB U CUMIITOMOB YXYIAIICHUA
COCTOSAHHA.

IIpekpainenue geuenus nanueaTos ¢ 3SCOHM

[Tpumenenue skynmusymada ans nedeHuss 3COHM oneHHBanoCh TOJNBKO B PEXUME JITUTEIHLHOTO
npuMeHeHus U 3G ¢eKT Mmociie OTMEHbI JIeYeHHs MOKa He omucaH. HeoOXoaumo BHHUMATENbHO
CIIEIUTh 32 COCTOSHMEM NAIMEHTOB, NPEKPAaTUBLIMX IPUMEHEHUE JSKyiau3dymala, s
CBOEBPEMEHHOTO BBISIBJICHUS MPU3HAKOB U cUMIITOMOB o0ocTpenust 3COHM.

O06pa3oBaTeyibHbIE MATEPUAIIBI

Bce Bpaum, koTOopble HaMEpeHbl Ha3Ha4yaTh Mpenapar Diu3apus, MOJDKHBI yOEAUTbCS, YTO OHH
03HaKOMJIEHBI C UHCTPYKIIMEHN 0 Ha3HAYEHUIO NpenapaTa. Bpaun 1oykHbBI 00CYyIUTh C MallUEHTaMuU
IIPEUMYIIIECTBA U PUCKU TE€PAIMH NIpenapaToM DJIN3apusl.

[TanMeHTOB CileyeT NPOMHCTPYKTUPOBATh O TOM, YTO IIPH ITOBBIIIEHUM TEMIIEPATyphl, TOJIOBHOU
0oy, CONPOBOXKIAIOLICHCS JUXOPAAKOW W/WIM PUTHIHOCTBIO 3aThUIOYHBIX MBIIIL  WJIH
YYBCTBUTEJIBHOCTU K CBETY, UM CJIEyeT HEMEJJIEHHO OOpaTUThCS 3a MEIMLMHCKOW IOMOILBIO,
MIOCKOJIbKY 3TU IPU3HAKU MOT'YT YKa3bIBaTh HA MEHUHTOKOKKOBYIO MH(EKIIHIO.

BcnoMorarenpHble BEIIECTBA

240 mu1 pacTBOpa AJIs BBEJICHUS, COJEPKALIEr0 MAKCUMAJIbHYIO /103y Mpernapara, IpUroToBJICHHOTO
¢ ucnonb3zoBanuem 0,9 % pactBopa xmopuma Harpus, coaepxkutr 0,88 r HaTpus, 4TO COCTaBIsET
44,0 % ot pexomenaoBanHoro BO3 nueBHoOro norpedsenus 2,0 r HaTpusi B3pOCIIBIMU.

240 M pacTBOpa JUISl BBEJCHUS, COJCPIKAIIETO MAKCUMAIIBHYIO J03Y TIperapara, MPUTOTOBICHHOTO
¢ ucnonszoBanuem 0,45 % pactBopa xiopuaa Harpus, coaepkut 0,67 r HaTpUsl, YTO COCTABIISAET
33,5 % ot pexomenmoBanHoro BO3 qaeBHOTrO moTpedienus 2,0 T HaTpHsl B3POCIIBIMHU.

3T0 HE0OXOAMMO YYUTHIBATh MALMEHTaM, HaXOSAIIUMCS Ha AUETE ¢ OTPaHUYEHUEM MOCTYIICHUS
HaTpusl.

4.5. BzaumojeiictTBHe ¢ JAPYIrUMH JIeKAPCTBEHHBIMH TNpenapaTaMM W JApyrue BH/bI
B3aUMO/IeHCTBUA

HccnegoBaHus B3aUMOJCHCTBUS HE IIPpOBOANIINCE.

YuuTeiBas NOTCHIIMAIBHOE WHTHOMPYIOIIEE JEUCTBHE JKyIn3ymMaba Ha KOMIUIEMEHT3aBHCHUMYIO
UTOTOKCUYHOCTh PUTYKCHMa0a, SKyJIM3yMad MOKET CHIXKATh 0KHUaeMble (hapMaKOAMHAMUYECKHe
a¢dexTsl puTyKcuMaoa.

bbuto mokasano, yTo miaasmMooOMeH, miazmadepes, nepeauBaHue CBEXe3aMOPOKEHHOW IJIa3Mbl U
BHYTpUBEHHbIE UMMYHOTJI00yuHbI (BBUT') cHmkaroT ypoBHHU 3Kynn3ymalda B CHIBOPOTKE U MOTYT
CHM3HTD ero Y3 PeKTUBHOCTb. B Takux cirydasx TpeGyeTcs JONOJHUTEIbHAS 1032 dKyIu3ymada. Cu.
pasnen 4.2. s MOJyYeHHUST peKOMEHIAINI B ClIydae COMYTCTBYIOIIETO JICUCHHSI TJIa3MOOOMEHOM,
ia3madepe3oM, nepeTuBaHieM CBEXE3aMOpOKeHHOH miia3Mel 1 BBUT'.

OpnHOBpeMeHHOE MpUMEHEeHHe dKynu3ymada ¢ 6iokaropamu Fe-penentopos (FcRn) Moxker cHU3UTH
CHCTEMHYIO 3KCIIO3UIUI0 U CHU3UTH 3((HEeKTUBHOCTh 3Kynuzymaba. HeoOXoauMo BHHMATENbHO
CJIEIUTH 3a CHHUKEHUEM I(P(HEKTUBHOCTH IKYJIH3yMada.
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4.6. @epTUIBLHOCTD, 0EPEMEHHOCTD U JAKTALHSA

COOTBETCTBYET : -'I'i'l'_EF'TH OMY OTUETY

JKeHmuHaM JIETOPOIHOTO BO3pacTa CIEIYET PAacCMOTPETh BO3MOXXHOCTh HCIOJb30BAHUS
aJICKBaTHBIX CPEJCTB KOHTpALECHIUU JJIsi MPEIOTBpalcHUs OCPEeMEHHOCTH M B TEUYCHHE Kak
MUHHMYM 5 MECSIIEB IMOCJIE BBEICHUS IMOCICAHEH 1036l AKyIH3ymMada.

bepemeHHOCTD

He npoBoaniock KOHTPOJIUPYEMBIX HCCIICIOBAHUI Ipenapara dKynn3yMald y 6epeMEeHHbBIX KEHIIUH.
OrpaHuyeHHbIe JaHHBIE NpUMEHEHHs SKynuzymaba mpu OepemenHoctH (menee 300 mcxomos
OepeMEHHOCTH) YKa3bIBAaIOT HAa OTCYTCTBHE IOBBIIICHHOTO PHUCKA MOPOKOB Pa3BHUTH IUIOJA WIIH
AMOPUOTOKCHYHOCTH.

,HOKJ'II/IHI/I‘ICCKI/IG Hucciaca0BaHus perOHYKTHBHOﬁ TOKCUYHOCTH BKYJ'II/I3YMa6a HE IPOBOJUIIUCE.

N3BecTHO, uTO yenoBeueckuit ummyHornooynuH G (IgG) mpoHukaeT yepes rmianeHTapHbIin 6apbep,
B CBSI3M C YeM O3KyJIu3ymad MOTEHLHUATbHO CHOCOOEH MHTHOMpPOBATh TEPMHUHAIBHYIO aKTHBHOCTH
KOMILUIEMEHTA B KpOBH IU10/1a. Pelmienne o Ha3HaueHUU mpernaparta Iau3apusi MOKET ObITh IPUHATO
BpavoOM IMPU OCYILIECTBICHUH TIIATEILHOTO KOHTPOJIS 32 COCTOSSHUEM MaTepHU U TI0/Ia TOJIBKO B TOM
cilydae, €CJIM MOTeHIMAIbHAs [10J1h3a OT €ro MPUMEHEHUS JIJISl MaTePH OMPaBbIBACT MOTCHIINATBHBIN
puck s muoaa. Ecnu Takoe JedeHue cUHMTAaeTcs HEOOXOIMMBIM BO BpeMs OepeMEeHHOCTH,
PEKOMEHJIyeTCsl TIIATeJIbHBIE MOHUTOPUHI MaTepd M IUIOAA B COOTBETCTBHU C JIOKAJIbHBIMU
PEKOMEHIaUSMHU.

JlakTarms

BozneiicTBust Ha HaXOASIIMXCS HAa TPYJHOM BCKapMIIMBAaHUH HOBOPO>KICHHBIX/IETEH HE 03KUTACTCS,
MMOCKOJIbKY, 10 MUMEIOIIMMCS OTPaHUYEHHBIM JaHHBIM, JKYJIH3yMad HE BBIICISETCS C TPYIHBIM
MoJIoKOM. OJIHaKO M3-3a OrPAHMYEHHOCTHM HMEIOIIMXCS JAaHHBIX IpPU HA3HAUYEHUM IIpernapara
HEOOXOMMO OIICHUTHh MOTCHIIMAIBHOE HETaTHBHOE BO3/CHCTBHME HAa peOeHKa, HaXOJAIIErocs Ha
TPYAHOM BCKapMIIMBaHHH.

DepTHIbHOCTD

CHeI_II/IaJ'ILHOFO HCCJIeIOBAaHUS BO3ICHCTBUS npemapara Ha (bepTI/IJ'ILHOCTI) HE NPOBOJAUIIOCH.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMMA CpeACTBaAMHM H paﬁoTaTb C
MEXaHU3MaMHu

Okynu3ymald HE OKa3bIBaeT BJIMSHHE HA CIIOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU CPEACTBAMU U
paboTaTh C MEXaHU3MaMH.

4.8. HexkesaTebHbIEe peaKkuu

Pesrome npoduiist 0e301acHOCTH

JlarHble TI0 0€30MacCHOCTH IKyJIM3yMada ObUTM MOJIydeHbI B 33 KIIMHUYECKUX HCCIICIOBAHUAX, B
KOTOPBIX JeueHue mpernapaToMm MOy YUITH 1 555 nanuentos c pa3IMYHBIMH
KOMIUIEMEHTOIOCPEI0BaHHBIMU 3a00sieBanusimu, Bkitodas [THT, al'YC, rMI” u 3COHM. Haubonee
4acTOM HEXeNaTeIbHOW peakuell Npu JIeYeHHH OHKYIW3yMaOoM SIBIsIach TOJIOBHasl OOIb
(oT™Meuanachk, TIaBHBIM 00pa30M, B HaUaJIbHOM LIKKJIE Tepanun). Hanbosnee Tsokemnoil HexkenaTeabHOM
peaxiuei SBiIsIach MEHUHTOKOKKOBAst MH(EKITHSL.

Tabnuynoe pE3FOME HEXKENIATSIHbHBIX pPeaKIIHi

Jleyenne npenapaToM OaM3apHsi MOXKET CONPOBOXKAATHCA PA3BUTHEM HEXKENATEIbHBIX PEAKIMM,
4acTOTa KOTOPBIX MPEACTaBIE€Ha B TAOIUIIE.

Hixe MNpEACTAaBJICHBI CBOAHBLIC JAaHHBIC O HCKCIATCIBbHBIX PCAKIHAX, OTMCUCHHBIX B XOIC
KIIMHUYCCKUX I/ICCJ'IC,HOBaHI/II\/'I, a TaKXK€ B IIOCTMApPKECTHHIOBOM II€PHUOAC Yy IAIUMCHTOB C
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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KOMIUIEMEHTOTIOCPETIOBAHHBIMH 3a00JIEBAHUSMHU, HOJ]Y‘-IaBHlI/IJ.(rlllg[:;éIHEQI%éd_a%%ﬂlgg;_ﬂdgwgé,

B COOTBETCTBHUH C MTOPAXKEHHEM OpraHoB u cucteMm opranoB (MedDRA) u knaccudukamnueit BO3 no
9acTOTe BCTPEUAEMOCTH: 04eHb 4acTo (> 1/10); wacro (> 1/100, vo < 1/10); meuacto (> 1/1 000, HO
< 1/100); peaxo (> 1/10 000, o < 1/1 000); ouenp peako (< 1/10 000) u yacrora HemsBecTHA (HA
OCHOBaHUU MMECIOIINXCS JTAHHBIX OIICHUTh HEBO3MOXKHO).

Kiaacce cucrembl OpraHoB / wacrora

Yacrora
Hen3BEeCTHA

Ouyenpb yacro |Yacro Heuacro Peako

Hngpexyuu u unsazuu

Acneprumies®, apTpur

GaKTepHaTbHBIIL,

ITaeBMoOHMS,
WHQEKIINHA BEPXHIX

MeHuHrOKOKKOBast HHEKIus?,
CETICHC, CEITUYCCKHUH IIIOK,

IBIXaTeNbHBIX IyTeH,
OpOHXWT,
Ha30(apUHTHT,
uHbeKIn
MOYECBBIBOIAIINX
IIyTEeH, repIec
CIIM3UCTON 000JI0UKH

MOJIOCTH pTa

MEPUTOHUT, MHPEKINN HIKHUX
JIBIXaTEIbHBIX ITyTeH, TPHOKOBBIC
nHpeKH, BUpyCHbIE HHPEKIHH,
abcrecc’, BocmajieHue
MOJIKOXKHOW KUPOBOU KJIETYATKH,
TPUIIIL, KEJTyA0YHO-KHIIeYHbIC
HH(EKIMH, [IUCTUT, HH(EKIIUH,
CHUHYCHUT, THHTUBUT

TOHOKOKKOBBIC I/IH(I)eKLII/II/I
YPOIrC€HUTAJIBLHOI'O TPAKTA,
I/IH(beKIlI/II/I, BBI3bIBACMBIC
Haemopbhilus influenzae,
HUMIICTUTO

ﬂo6poxaqecmeenﬁble, 3710KA4eCnBeHHbl

€ U Heymo4HeHHble H08005pa3060H1/{}l (BKJZ}OIHJ}I Kucmul U nOﬂunbl)

Menanoma,
MUENIOUCINIACTUYECKHUI
CHUHJpPOM

Hapywenus co cmoponsl kposu u aumpamuyeckoli cucmemul

JlelikorieHUs, aHEeMUS

TpombonuToneHus TMMGOTICHUS

Temonu3*, aHOMaITHsI
(akTopa CBEpTHIBaHUS,
arrJITUHAIUA
SPUTPOLIUTOB,
KOaryJionaTtus

Hapywenua co cmoponsi ummynnotl cucmemoi

AnadrirakTHuecKre peakun,
THIIEPYyBCTBUTEIHLHOCTD

DHookpunHvle HapyueHus

‘BaSGI{OBa 00JIE3HD

Hapywenua memabonusma u numanus

|

‘CHI/I)KGHI/IE anmneTuTa

Tcuxuueckue paccmpoiicmea

Becconnuna

JHenpeccusi, TpeBOXKHOCTD,
nepenaabl HACTPOSHUS,
HapyLIECHUS CHA

HeoObrunsie CHOBHICHUA

Hapywenus co cmoponul nepsHoti cucmemul

TonosHas 601b

FOJ'IOBOpr)KCHI/Ie

[Tapecresus, TpeMop, AUCTEB3US,
0OMOpoK

Hapywenus co cmoponsl opeana 3sperus

3aTyMaHEHHOE 3peHHe

Pa3znpaxenne
KOHBIOHKTHBBI

Hapywenus co cmoponsl opeana ciyxa u 1aoupunma

[Iym B ymax, BepTuro
(BecTuOysIpHOE
TOJIOBOKPYKEHHE)

Hapywenus co cmopouwt cepoya

OmrynieHue cepamneOneHus
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
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(OCAEQOBATEREHROLT 0015

Hapywenus co cmoponul cocyoos

FI/IHepTeH?)I/I)I 310KauecTBEHHAS TUnepTeH3usd, I'ematoma
THUIIOTEH3US, KIIPUITUBBIDY,

BEHO3HBIE HApYIICHHS

Hapywenus co cmoponst 0bixamenbHou cucmembl, 0p2anos 2pyoHOl KNemKu U CpedoCmeHsl

Karess, 601b B
POTOTJIOTKE
(opodapunreansHas)

,Z[I/ICHHOS, HOCOBO€ KPOBOTCYCHUE,
MEPUICHUEC B I'OPJIC,
3aJIO)KECHHOCTBh HOCA, PUHOPECH

Hapywenusa co cmoponsi scenyo0ouHo-Kuuieuno2o mpakma

Huapes, TomHoTa,
pBOTa, OOJb B KHUBOTE

3armop, TUCTICTICHSI, B3IyTHE
J)KMBOTa

TactpoasodareanpHbIi
peduttoke, 60k B TecHaxX

Hapymenwl CO CMOPOHbL NEeYeHU U ofceﬂqeebzeodﬂmux nymezZ

Kenryxa [oBpexnenue

nevyeHu

Hapyweﬂuﬂ CO CMOPOHbL KOJHCU U NOOKONCHOU KAeMm4amKu

KoxHnas cbimb, 3y, Koxxnas nenurmeHranus

aJIoNICIus

Kpanusnuia, spurema, neTexuu,
TUNIEPTUAPO3, CYXOCTh KOXKH,
JIEpMaTUT

Hapywenus co cmoporvl mbluieyHoll, ckenemHol U cOeOUHUMenbHOU MKAHU

MEl1IeYHEIE CIIa3MbI, 00JIb B
KOCTSX, 00JIb B CITMHE, OOJIb B IIIEE

ApTpanrus, MHaIrus,
60JIb B KOHEYHOCTSIX

Tpusm, OTEUHOCTH B
o0JlacTu cycTaBa

Hapywenus co cmoponsi nouek u Mouegble00suyux nymei

Hapyienue GpyHKIMM Moyek,
JIM3YpUsi, TeMaTypust

Hapywenusa co cmoponsi penpodykmugHoul cucmemsi U MOSOYHBIX Jicenes

CrioHTaHHast SpeKuus Hapymenue

MEHCTPYaJIBHOTO ITHKJIA

Obwue napywienus u peakyuu 8 mecme 66€0enus

IIupexcus, Otek, TucKOM(pOPT B TPYTHON OKcTpaBazauus,
YTOMJISIEMOCTb, KJIETKE, acTeHHs, 0OJIb B TPY/IHOH |mapecTe3us B MECTe
TPUIIITONON00HBIN KJIeTKe, O0JIb B MECTE BBEJICHUS, |BBEIICHMS, OIYIICHHE
CHHIPOM 03HO0 «Kapa»

Jlabopamopnule u uHcmpymeHmanvHvle OaHHble

IToBBIIEHNE AKTUBHOCTH
anaHMHAMHUHOTpaHchepassl,
MOBBIIICHUE aKTUBHOCTH
acrmapTataMHHOTpaHcdepassl,
MOBBIIIEHHE aKTUBHOCTH TaMMa-
rIyTamMuinTpancdepassl,
CHID)KEHHE IeMOTIO01Ha,
CHIDKEHHE TeMaTOKPHUTA

onoxurensHas npoda
Kym6caP

Tpasmbl, unmoKcuxayuu u 0CIOACHEHUs NPOYeOyp

Wndysnonusie
peakuuu

— HOHpO6HLI€ CBCACHUA MPCACTABJICHBI HUXKC B IMOApaA3acyie «Onucanue OTACJIBHBIX HCXKCJIaTCIIbHBIX peaxum“l»;

& — MEHHMHI'OKOKKOBBIE MH(EKIMH BKJIIOYAIOT CJEIYIOUIYI0 TPYIIY: MEHMHTOKOKKOBBII CEINCHC, MEHHHTOKOKKOBBIH

MEHHHTHT, HeliccepranbHast HHPEKITS;

b_ MoOOYHEIE p€aKuu, BbIABJICHHBIC B IOCTMAPKETUHIOBOM IIEPUOIC,

¢ — abcrecchl BCTPEYANUCh B CICAYIOIIMX JIOKanu3auusx (mpuBeaeH npeanodturenbueiii Tepmud MedDRA): aberecc
KOHEYHOCTH, alclecC TOJICTOrO KHIIEYHHKA, abclecc IOYKH, IMOJKOXHBIA abcuecc, abcuecc 3y0a, NMEYEHOYHO-
celle3eHOYHBIH adcriecc, NepupeKTaIbHBIN adcuece, peKTalbHbIN abcuecc;

d _ YacToTa HE MOXET OBITh OIIpCACIICHAa Ha OCHOBAHHMM HMMCIOIUXCA HOaHHBIX TTOCTPETUCTPAIIMOHHOTO OIIbITa

IIPUMECHCHUA.
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ot 22.04 2026 Nz 8247
(MOCNEOCQBATENEHOCTE 0015

OnucaHue OTACIBHBIX HEXKEIATCAbHBIX PEaKIIMi

COOTBETCTBYET : -'I'i'l'_EF'TH OMY OTUETY

Cpenu HexenaTeNIbHbIX pEeaKLUi, 3apErUCTPUPOBAHHBIX B XOJI€ BCEX KIMHUYECKUX UCCIICIOBAHUM,
caMoil TspKesnoil Oblla MEHHHTOKOKKOBBIA CEIICHC, KOTOPBIM SBISETCS YacThIM IPOSBICHHEM
MEHMHIOKOKKOBBIX MH(EKUMH y MalMeHTOB, MOJIydyaBMIMX 3Kynn3ymad. Coobmanoch o ciaydasx
cericuca, Bbei3BanHoro Neisseria gonorrhoeae, Neisseria sicca/sublflava, HeyrounennsiMu BugaMu
Neisseria.

AnTHTENA K 3KyIH3yMaldy Obltn oOHapyxensl y 2 % nanuentos ¢ [THI, y 3 % manuentos c al YC u
y 2 % naruentoB ¢ 3COHM. B mnane6o-koHTponupyemMbix uccienoBanusx TMIT He HaOmr01a10ch
AHTHUTEI IPOTHUB JICKAPCTBEHHOTO CPEACTBA. AHAIOTUYHO JPYTUM IpernapaTam OeITKOBOUW MPUPOIBI,
IKyIM3ymMad 001a1aeT MOTEHIINAIOM K HUMMYHOT€HHOCTH.

B xmmanueckux uccneaopanusx [THIT cooOmanock o ciydasx reMoiid3a B CIydae MpOITyCKa WU
3aJIep’KKU BBEIICHHS dKynu3ymada (cM. pasmen 4.4).

B xnuHuueckux wuccienoBaHusx al’YC Obuld  3aperUCTpUPOBAHBl  CIydal OCJIOKHEHUU
TPOMOOTHUYECKOW MHUKPOAHTHMONATUM B CIydae MPOIYyCKa WM 3aJepXKKU BBEACHUS IKyIU3ymada
(cMm. pasnen 4.4).

IIpoune 0CO0bIe IONYJIAIINHA

ﬂuua nooaicusioco so3pacma

B nenoM HuUKakuX pa3inuyuil o 0e30MaCHOCTH MEXAY MOXKWIBIMU (> 65 1eT) u 6ojee MOIOIBIMU
naruentamu ¢ TMI (< 65 71et) He 0TMe4anocs.

CTH

VY neteii u moipocTkoB (B Bo3pacte ot 11 10 18 ser) ¢ [THT, BkimtoueHHBIX B riccnenoBanue M(07-005,
npo¢uib 6e30MacHOCTH OBbLT aHAJOTMYHBIM TaKOBOMY Y B3pocibix nanueHtoB ¢ [THI'. HaunbGonee
4acTOl HeXenaTeabHOU peakiuel y nereit Obuia rojoBHas 00Jb. Y NAlMEHTOB JETCKOTO BO3pacTa ¢
ycTaHOBJIeHHbIM JuarHo3oM al'VC (B Bo3pacte oT 2 MecsneB 10 18 5er), BKIIOUEHHBIX B
uccienoanus C08-002, C08-003, C09-001r u C10-003, mpoduinb 6e30macHOCTH ObLT aHAIOTHYHBIM
TAKOBOMY Y B3pPOCJBIX MAlMEHTOB C ycTaHOBJIEHHBIM nuarHo3oM al'YC. [Ipopunu GezonmacHocTy B
Pa3IMYHBIX BO3PACTHBIX MOATPYIAX MAalMEHTOB JETCKOr0 BO3pacTa OKa3aluCh aHAJIOTMYHBIMU. Y
MAIMEeHTOB JIETCKOro Bo3pacTa ¢ pedppakrepHoit TMI (B Bo3pacte oT 12 10 18 n1eT), BKIIOYEHHBIX B
uccnenoBanne ECU-MG-303, npoduns 6e30macHOCTH ObUT aHAIOTUYHBIM TaKOBOMY Y B3POCIBIX
nanueHToB ¢ pedpakrepHoit TMI', a Takke coorBeTcTBOBaN Npoduito nmanuentos ¢ [THI, al'YC u
3COHM.

IIalueHTrl ¢ APYTUMH 3a00JIeBAaHUSIMU

ﬂaHHble no 66301’!61CHOCWLM, noJjly4€eHHble U3 ()pyeux KIUHUYECKUX UCCTIE008AHU

OO0o0OIIeHHBIH aHATU3 JaHHBIX BCEX KIMHUYECKUX MCCIeI0BaHMI dKynu3ymada (12 uccnenoBaHmid,
934 nanmenTa) npu 6 MHBIX Ho3osornYeckux popmax momumo [THI, al'YC, tMI", 3COHM, BbIsBII
1 cmyyall MEHMHTOKOKKOBOT'O MEHMHIUTA y HEBAKIMHUPOBAHHOIO MAllMEHTa C MAMONATHYECKON
MeMOpaHO3HOH TIIOMEPYIOHEPPOTIATHEH.

HexenarenbHpie peaknuu y nanuenton, He crpafarommx [THI, al'VC, tMI" unun 3COHM, Obutn
AQHAJIOTUYHBI HAOJIOAABIIMMCSL Yy TAIMEHTOB C YKa3aHHBIMH 3a0oseBaHusMHU. Crenuduaeckux
HEeXKeNaTEeIbHBIX PEaKIUil BBIABICHO HE OBLIO.

COO6HI€HI/IG O ITOAO03PEBACMBIX HCXKCIATCIBbHBIX PCAKIINAX

Baxxno cooOmarh 0 TMOMO3PEBAEMBIX HEXKENATENbHBIX PEAKIUSAX T[OCJIe PETUCTPALUU
JIEKApCTBEHHOT'O TperapaTa C IeNIbl0 00eCcreueHrss HEMPEepPhIBHOTO MOHHTOPHUHTA COOTHOIICHUS
«I10J1b3a — PUCK». MeTUIIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOOIIATH O JIFOOBIX IMOA03PEBAEMBIX
HEeXeJIaTeNIbHBIX PEaKIUIX JEKapCTBEHHOTO IIpernapara 4epe3 HalluOHAIbHBIE CHCTEMBI COOOIIIEHHUS
0 HEXKENATEeNbHBIX PEaKUUAX FOCYAapCTB — WieHOB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a.
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COOTBETCTE ~ET i:-i'_l‘iﬁ. li:_ [NEFTHOMY OTYETY

oT 22.04 2026 Nz 3247

(MOCNEQOBATENEHOCTE 0015)

Poccuiickag @enepanusa

denepanbHas Ciryk0a 1o Haa30py B cepe 31paBoOXpaHEHUS
109012, r. Mocksa, CiaBsiHcKast miiomiaib, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

DnektponHas moura: pharm@roszdravnadzor.gov.ru

wim Npr@roszdravnadzor.gov.ru

Caiit B MH()OPMAIIIOHHO-TEIEKOMMYHHUKAIIMOHHOH ceTh «VHTepHeT»:
http://www.roszdravnadzor.gov.ru

PecnybOnuka Benapyceb

VII «lleHTp 3KCHEepTU3 M HUCHBITAHWM B 34PABOOXPAHCHUM» MUHHUCTEPCTBA 3APaBOOXPAHECHUS
Pecniyonuku benapych

220037, r. MuHck, nep. ToBapuilieckui, 2a
Tenedon: +375 17 242-00-29

®dakc: +375 17 242-00-29

DnextponHas mouta: repl@rceth.by

Caiit B mH(OPMAITHOHHO-TEIIEKOMMYyHUKAIIMOHHOM ceTn «HTepHeTy: http://www.rceth.by

PecnyOmmka ApMenns

«leHTp aKCrepTU3bl IEKapCTB U MEAULMHCKUX TexHooruii» ['HKO

0051, r. Epesan, np. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekrponHas nmoura: info@ampra.am, vigilance@pharm.am

CaiiT B nH(bOpPMAIIMOHHO-TEIEKOMMYHUKAIMOHHOM cetn «MuTepHeT»: http://www.pharm.am

KuIpreizckas PCCHV6J'II/IK21

JlemapTaMeHT JIEKapCTBEHHBIX CPEICTB W MEIULMHCKUX U3Aenud Ipu  MuHHCTEpCTBE
3npaBooxpaHenust Keiproizckoii PecriyOnuku

720044, r. buikex, yi. 3-a Jlunus, 25
Tenedon: 0800-800-26-26, + 996 (312) 21-92-78
Dnekrponnas moura: pharm@dlsmi.kg

CaiiT B uHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
https://dIsmi.kg/ru/registration/

4.9. llepeno3upoBka

Cnyqan nepca03UPOBKU 3KyJ11/13yMa6a HCHU3BCCTHBI.

5. DPAPMAKOJIOTMYECKHUE CBOHCTBA
5.1. dapmakoIUHAMHYECKHUE CBOHCTBA

(DapMaKOTepaHeBTI/I‘—IeCKaﬂ rpynna: I/IMMyHOJIereccaHTBI; I/IHFI/I6I/ITOpI)I KOMIIJIEMEHTA.
Koo ATX: LO4AJOL.
[Ipenapar Dnu3apus sBiseTcs OnoaHaaorom (OMOMOT00HBIM JIEKAPCTBEHHBIM MPENapaToM).

MexaHu3M OeicTBUS

BKYJ'II/IBYM36 MOAaBJIACT aKTUBHOCTb TEPMHUHAJIBHOI'O KOMIIJICKCA KOMILJIEMEHTA Y€JIOBCKaA, 06.]'[3,1'[35{
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BBICOKOH adduunocThI0O K ero C5-kommonenty. Kak cné&fﬁl?%‘diﬁocﬂrg “GroKIhYeTCH

pacmieruienne  komrnoneHta C5 Ha CSa m C5b m oOpa3oBaHHMe TEPMHHAIBHOTO KOMILIEKCA
komruieMenTa C5b-9. Takum oOpa3om, 3KyauM3ymMad BOCCTAHABIMBACT PETYJISAIMIO aKTHBHOCTH
KOMIUIEMEHTa B KPOBM M MPEAOTBPAIIAET BHYTPUCOCYIUCTBIA T'E€MOJIM3 Yy IALMEHTOB C
napokcu3MaibHOM HOuHOUM remornoounypuerr (ITHI'), a Takxke mpemoTBpamaer W30BITOYHYIO
AKTUBHOCTh TEPMHUHAJIBHOTO KOMILJIEKCA y MALMEHTOB C aTUIIMYHBIM TF€MOJIUTHKO-YPEMUYECKUM
cuaapomoM (al'YC), raoe mnpuuuHOM 3a00sieBaHUS SBISETCS TEHETUYECKH OOYyCIOBICHHAsS
JTUCPETYJISIUS cUucTeMbl KomiuieMeHTa. C Apyroil CTOPOHBI, AEPUIUT TEPMUHATBHOIO KOMILIEKCa
KOMILJIEMEHTA COIIPOBOXKAAETCS ITOBBIILICHHOU 4acTOTOU pa3BUTHSA UHQEKIHHA
MHKAICYJIMPOBAHHBIMH MHUKPOOPTaHW3MaMHU, TJaBHBIM OOpa30oM, MEHHMHTOKOKKOBON HH(MEKIIUH.
IIpu 3TOM 3KYNINM3yMad NOAAEPKUBAET COAEPKAHNUE PAHHUX IPOJAYKTOB aKTUBALIMM KOMILIEMEHTA,
HEOOXOIUMBIX JJIsl OTICOHM3AIMH MUKPOOPTaHU3MOB U BBIBEJCHHSI MMMYHHBIX KOMILIEKCOB.

q)aDMaKOI[I/IHaMI/ILIGCKI/IC E)d)d)eKTI)I

Jleyenne mnpemapaToM DOiM3apus CONMPOBOXKIACTCS OBICTPHIM W CTAOMIJIBHBIM CHHXXEHUEM
AKTUBHOCTH TEPMUHAJIBHOTO KOMIUIEKCAa KOMIUIeMeHTa. Y OonbpmuHcTBa mnarueHToB ¢ [THID
KOHIIEHTpallUsl JKyln3ymMaba B IUIa3Me€ KPOBU, OKOJO 35 MKI/MII, AOCTAaTOYHA HJsl TOJIHOTO
WHTHOWPOBAHUS BHYTPUCOCYAMCTOTO IeMOJIM3a, MHAYIIUPOBAHHOTO aKTUBALMCH TEPMHUHAIBHOTO
KOMIIJIEKCa KOMILUIEMEHTA.

VY nammentoB ¢ al'YC XpoHuWueckas HEKOHTPOJIMpYyeMas aKTHUBAaIMs KOMIUIEMEHTA, KOTOpas
UHIYIHUPYET pa3BuTue TpoMOboTHYecKol Mukpoanruonatuu (TMA), Taxxke 61okupyercs: Ha GoHe
JedeHus IKyIn3yMmaoboM. Y Beex namuenToB ¢ al'YC, noiay4aBmux 3Kyan3ymad B peKOMEH1yEMbIX
703aX, OTMEYaJIOCh OBICTPOE U CTAaOMIBbHOEC CHH)KCHHE aKTHBHOCTH TEPMHHAIBHOTO KOMILIEKCA
KOMIUIEMEHTa, a KOHIIGHTpAalus Mpemapara B 1wia3Me KpoBH, okoio 50— 100 mkr/mi, Obiia
JOCTAaTOYHA JUIsl MPAKTUYECKH MOJHOTO MHIMOMPOBAaHHS aKTHBAIlMM TEPMUHAJIBHOTO KOMILIEKCA
KOMITJICMEHTA.

VY nanMeHToB ¢ reHepalM3oBaHHON MuacTeHued rpaBuc (rMI) HeKOHTponupyemasl akTHBalUs
TEPMUHAIBHOTO KOMITIOHEHTa KOMILUIEMEHTA BBI3BIBACT JIM3HC, 00yCJIOBJIEHHBIN
MeMmOpaHoarakytommM komriekcoM (MAK), u cBsa3anHoe ¢ kommnoHeHToM C5a BocmnajeHue
HepBHO-MbIIIeYHbIX coequHeHnit (HMC), 4ro mpuBOOUT K HapyIIEHUIO HEPBHO-MBIIIEUHOM
nepefaun. JlnuTenpHOE NpPUMEHEHHE 5SKYylIM3ymMaba NpPUBOAUT K TOJHOMY M YCTOHYHMBOMY
ITOAABJICHUIO aKTUBHOCTH TEPMUHAIILHOTO KOMIIOHEHTA CUCTEMbI KOMIUIEMEHTA.

V mnanueHToB ¢ 3aboneBaHHsAME criekTpa ontukoHeBpoMuenuta (3COHM) HekoHTposiHpyemast
TepMHUHAJIbHAsl AKTHUBALUS KOMILUIEMEHTa, WHIYLMPOBAHHAs AyTOAHTUTEIaMU K aKBalopuHy-4,
BeaeT Kk ¢opmupoBanuio MAK u CSa-onocpeloBaHHOMY BOCHAJIEHHIO, KOTOpbIE NMPUBOIAT K
HEKpO3y aCTPOLIMTOB U MOBBIIIEHUIO IPOHUIIAEMOCTH reMaTosHIehaInyecKoro 0apbepa, a TaKkxKe K
rubenn OKpYXaloIUX OJIUI0JICHAPOLUTOB U HEHpOoHOB. JlmUTenbHOe MpUMEHEHHE 3Kynu3ymada
MPUBOJUT K HEMEJIEHHOMY, [TOJIHOMY M YCTOHYMBOMY IO/IaBJIEHUIO aKTUBHOCTU TEPMUHAIBHOTO
KOMITOHEHTA CUCTEMBI KOMIUIEMEHTA.

Pe3ynbTaThl AKCHEPUMEHTAIBHBIX HCCIEAOBAHUM HE TMOKa3ad HAJIUYUS TEPEKPECTHOU
PEaKTUBHOCTH, a TakKe€ NPU3HAKOB PENPOAYKTUBHOW TOKCHYHOCTH. ['€HOTOKCHYHOCTH
IKynu3ymMada, €ro KaHIEPOTEHHBIN MOTEHIWal W BIUSHHE Ha (DEPTUIBLHOCTh Y JKUBOTHBIX HE
H3yYAIUCH.

Knuanueckasg 3¢ dheKTHBHOCTS M O€30IIaCHOCTD

HCZPOKCMS’MCZJZbHCZ}Z HOYHAA 2€M02]Z06UHypuﬂ

DddexktuBHOCTH U O€30MacHOCTh 3Kynn3ymaba y maruentoB ¢ [IHIT ¢ mpusnakamm remomnmsa
OLIEHUBAJIM B XOJI€ JIBOMHOTO CJIETIOT0, I1ale00-KOHTPOIUPYEMOTro 26-HEeAeTBHOTO UCCIEI0OBAHUS
(87 marmenToB), 52-"enenpHOrO OTKPBITOTO HEpaHAOMH3UPOBAHHOTO HUCCIIEIOBAHUA
(97 mareHTOB), @ TaKXKe OTKPBITOrO PACHIMPEHHOTO MCCIICAOBAHMUS, B KOTOPOE OBUTH BKIIOYCHBI
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COOTBETCTEBY

MALMEHTHI U3 NEPBBIX JIBYX UCCie0BaHui 1 11 nanugHTOB HSIEL)'C'J'T'G}

VY nanueHTOB, MOJYYaBIIUX JKYJIU3ymald, OTMEYEHO CYIIECTBEHHOE CTAOMIbHOE CHIDKEHHE (Ha
86 %, p<0,001) BHYTPHCOCYIMCTOTO TeMOJIM3a,  OICHMBAEMOIO IO  aKTHBHOCTH
naktaraeruaporenassl  (JIA). Kak creacrtBue, yMmeHbIIanach BBIPQXEHHOCTh AHEMHH, 4YTO
MOATBEPIKIATIOCh CTaOMIM3aIMel CcoAepKaHusl TeMOIVIOOMHA W CHIDKEHHEM IOTPEOHOCTH B
remMoTpaHcy3usx. [lanmeHTsl OTMEUaI yMEHbBIIIEHHE CIIA00CTH W MOBBIIICHUE KAYeCTBA KHU3HH.
Habmo1anock CHIKEHHE 9acTOTHI TPOMOOIMOOTMYECKUX OCIIOKHEHUH.

B wMexnyHapogHom HaOmomatenbHOM — ucchenoBaHun  «Perumcrp mamumentoB ¢ ITHI»
3¢ (HEeKTHBHOCTh TEpanmuM SKYJIH3yMaOOM OIICHHBAJIACh Yy TAIMEHTOB 0Oe3 reMoTpaHc]yswii B
aHaMHe3€e, HO C aKTUBHO IIPOTEKAIOIUM IeMOJIN30M, MTOATBEPKIEHHBIM NOBbIIIeHHeM ypoBHs JIIT
B 1,5pa3a Bbllllc BEepXHEH TPaHUIBI HOPMBI M HAIMYUEM COIYTCTBYIOIIUX KIMHUYCCKHX
CUMIITOMOB: YTOMJIIEMOCTb, T'€MOINIOOMHYpHUs, O0Jb B KHBOTE, OJBIIIKA (IUCIHO3), aHEMUS
(remorno6uH < 100 1/1), TsKETbIe COCYAUCTBIE OCTIOXKHEHHUS (B TOM YUCIe TpOMO03), Tucharus uin
APEKTHIIbHAS AUCPYHKIIHS.

B Xxome wuccnenoBaHHMs YCTaHOBJECHO, 4YTO Ha3HAa4YeHHWE OKylu3ymaba TakuM THalueHTaMm
corpoBoXkaanoch 3HauuTedbHbIM (p < 0,001) cHukeHHeM remonusa (OIEHKa MPOBOAMUIACH IO
cHmxeHuto ypoBHs JI/I[') 1 yMEeHbIIIEHHEM COMYTCTBYIOIIUX KIMHUYECKUX CUMIITOMOB, BKJIIOUas
YTOMJIIEMOCTb.

Amunuunslii 2eMOIUMUKO-YPEMUYECKULL CUHOPOM

D¢ dexTuBHOCT U 6E30MACHOCTH IKYIHM3yMala M3ydanach B X0J/i€ MPOCHEKTUBHBIX KIMHUYECKUX
WCCJICIOBAaHWM BO B3POCIOW M JIETCKOH MOMyJsanusx ¢ obmmm uucioM 100 mamuentoB. B
UCCIEAOBAHUAX NMPUHUMAIIA Y4YacTHE JBE T'PYNIbl NAMEHTOB: C HEJABHO JUArHOCTUPOBAHHBIM
al'YC u npusznakamu TMA (tpombouurtonenus wrwke 150 000/mxn, JIII' 1 kpeaTuHWH BBIIIE
BEpXHEW TpaHUIIBI HOPMBI), a TaKXKe MAIUEHThl ¢ JuTenbHo TekymmMm al'YC 6e3 SBHBIX
reMaToJIOTHYeCKuX nposisneHuii TMA.

B xone Tepanuu sKkyiau3ymMaboM y BceX MAalMEHTOB ObLIO JOCTUTHYTO CHHM)KEHHE aKTMBHOCTH
TEPMHUHAJILHOTO KOMIUIEKCa KOMIUIEMEHTA U HOpMaJIU3alysl KOJIMYeCTBa TPOMOOLIUTOB (10 JAHHBIM
nByx uccnenaoBaHuii — y 82 % u 90 % mamueHToB COOTBETCTBEHHO), KOTOpash COXpaHsiach B
teueHne IByX JeT (y 88 % u 90 % coorBerctBeHHO). IlpoBoaumasi Tepamnusi NpuUBOAMIA K
MHTUOMPOBAHUIO KOMIUIEMeHTomocpeoBaHHoi TMA u orcyrctBuio cumntomoB TMA (y 80 % u
88 % manueHTOB COOTBETCTBEHHO), COXPAHSIOMINXCA Ha MPOTSHKEHUH ABYX JieT: y 88 % u 95 %
MAIMEHTOB COOTBETCTBEHHO.

B xone tepanuu sKynm3ymMaboM ObUIO OTMEYEHO 3HAUYMUTEIbHOE YIydlleHHe (QYHKIMH IOYEK,
OILICHHBAEMOE TI0 YPOBHIO pacueTHOW ckopocTu kiyboukoBor ¢unbTpanuu (pCK®): ymydmienue
pCK® > 15 mn/mun/1,73 M? HaOIOIAI0Ch B 0OOMX HCCIIEIOBAHHUSX y 4% u 53 % manueHToB
COOTBETCTBEHHO, M COXPAHSJIOCh B TeueHue IBYX JeT y 59 % u 40 % naiueHToB COOTBETCTBEHHO.
Hopmammzanuu remaronorudyeckux Tmokazatenei gocturm 76 % uw 90 % marmumeHTOB
COOTBETCTBEHHO, B 00OUX HCCIEAOBAHUAX C MOJOKUTEIHHON JUHAMHUKOW B TEUEHHUE ABYX JIET Y
88 % 1 90 % manueHTOB COOTBETCTBEHHO.

FeHepanu306aHHaﬂ MuacmeHnus cpaeuc

OddekTHBHOCTh M 0€30MaCHOCTh IKYIH3yMada MpHU reHepaATM30BaHHON MHACTEHUHU TPaBHUC Obliia
J0Ka3aHa B IBYX MPOCTIEKTUBHBIX KOHTPOJIUPYEMBIX UCCIEIOBAHUSAX C ydacTueM 139 manueHTos.
B omHOM [BOWHOM cllemOM  paHIOMH3MPOBAHHOM  HccienoBaHnu 118 mamumeHTOB €
NEPCUCTUPYIOUIMMH CUMITOMaMH 3abojeBaHus Ha (oHe HedI((HEeKTUBHOW NpPEIIECTBYIONICH
Tepanuu, NoayJyaly JedeHHe dKynu3ymabom 0o miamnedo B TeueHue 26 Henenb. Bee mamueHTol
UMENIM aHTUTeNla K areTuixoauHoBbiM penentopam (AChR), coorBercrByrommue |-V kiaccy
Tsokecty MDD m Gomee 6 OGamwtoB mo ompocHuky MG-ADL (BmusiHue cumnromoB MIT Ha
MMOBCEHEBHYIO KU3Hb). Jl0JIs MallieHTOB, UMEBIINX KIIMHUYECKUM OTBET Ha 26 Henene (yaydlleHne
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cocraBuia 59,7 % [uisl MalMeHTOB, MOJIyYaBIIUX IKYJIU3yMald, 1o cpaBHeHuIo ¢ 39,7 % B rpymnme
wiane6o (p=0,0229). Jlons KIMHUYECKMX OTBETOB (YJIy4IIEHHE MHUHMMYM Ha 5 IMYHKTOB) IO
koiuuecTBeHHOM mkane QMG, koTopass yuyuThIBaeT CHIIy OTIENbHBIX MBIINICYHBIX TPy 0e3
HEOOXOMMOCTH  JIOTIONIHUTENIFHOW HEOTJIOKHOW Tepamuu, coctaBuina 45,2% B rpynme
skynuzymMada npotuB 19 % B rpynne miane6o (p=0,0018). Bce nanueHTsl, KOTOpbIEe MPOIOJIKUIN
MoJIy4aTh IKYIM3yMad B paMKaxX OTKPBITOTO UCCIEAOBaHUS, JEMOHCTPUPOBAIU MOJOKUTEIBHBIN
orBeT mo BceM mokazarensm: MG-ADL, QMG, MGC (mkaia KOMOWHHPOBAaHHON OIIEHKH
KIIMHUYECKUX TpOsBIeHUN TsokectH wmuacteHun), MG-QoL15 (OnpocHuk KkauecTBa JKU3HH
MalMEeHTOB ¢ MUACTCHHUEH IrpaBuc 15), B TeueHue eme 52 Heaeb.

B KJIMHUYECKMX HCCIEIOBAHUAX JICUCHUE ODKYIM3yMaOOM MOIYYHIN 22 MOXKHIBIX TMalueHTa
(Bo3pacT >65 1eT) ¢ reHepaTn30BaHHOM MHACTeHHH rpaBuc. He Ob1710 00HApyKEHO CYIIECTBEHHBIX
OTIMYUH B 3PPEKTUBHOCTH U O€30MaCHOCTH, CBSI3aHHBIX C BO3PACTOM.

3abonesanus cnekmpa onmuxonespomueruma (3COHM).

OS¢ dextuBHOCT 3Kynmu3ymada mpu 3COHM noarBepkaeHa B MPOCHEKTUBHOM KOHTPOJIHPYEMOM
KIIMHUYECKOM HCCe0oBaHUMM ¢ ydactueM 143 maumentoB, 119 U3 KOTOpBIX IPOJOIIKUAIN
pPUMEHEHHE TpenapaTa B OTKPBITOM UCCIICAOBAHUH IS OLIEHKHU JOJTOCPOYHOHN () (HEKTUBHOCTH U
6e3omacHocTH. B nccnenoBaHUM MPUHUMANM y4acTHE MAlMEHTHI C YCTAHOBJICHHBIM JAHATHO30M
3COHM, HanuuueMm aHTHUTEN K aKBallOpUHY-4, ¢ HE MEHEe 2 pelluIuBaMu 3a ocieaHue 12 mecsues
win 3 penuauBaMHu 3a rocieanue 24 Mecsia B aHaMHe3€ U UMerolue He 0osee 7 6aioB Mo mIKaje
EDSS. Ilpu HeoOXOQUMOCTHM HAalMEHThl MOJY4add TEpPanul0 HMMYHOCYNPECCUBHBIMU
npernapaTamu, 3a HCKJIIOUEHHEM MUTOKCAHTPOHA WM PUTyKCcUMaba. Bell mpoaeMoHCTpupoBaH
BBIpOXEHHBIN YPPeKT dKynu3ymada B OTHOIICHUH BPEMEHH JI0 Pa3BUTHS IEPBOTO 000CTpeHHs (110
OLIEHKE HE3aBUCHMOI'0 KOMHUTETA IO OLEHKE OOOCTPEHUil) 10 CpaBHEHHUIO ¢ IUIanebo (CHUKEHHE
OTHOCHTEJIBHOTO pHCKa 00ocTpeHusi coctaBuio 94 %, orHomenue puckos 0,058, p <0,0001).
Tepanus sxyau3ymMadoM NpUBOAKIA K YAYUIIEHUIO MTOKa3aTeNsl BpEMEHH J10 pa3BUTHs 000CTpeHUs
HE3aBHCHUMO  OT  COIYTCTBYIOLIErO  JIEYEHUS  MMMYHOCYIPECCUBHBIMU  IperapaTaMu.
YcTaHOBIIEHHOE B MCCIIEIOBAHUN OTHOIIEHUE CPEIHEr0J0BOM YacTOThl 0OOCTPEHH MU JIEUSeHUN
IKYIH3yMaOboM B cpaBHeHUH 11are6o coctaruiio 0,045 (90 % AN 0,013, 0,0151), mpeacrasisitoriee
OTHOCHUTENIbHOE CHUXeHHe pucka Ha 95,5 % (p <0,0001). B cpaBHenuu c rpymnmoil miamedo,
MAlUEeHThl, MOJyYaBIIWE JIEYEHHE OSKYIU3yMaOOM, TakKe HMMENIU CHHMKEHUE CpEIHEr0JI0BOM
gacToThl rocriutanu3anuii (0,04 ans sxynusymaba npotus 0,31 mis muiane6o), CHIKEHHE 9YacTOThI
MPUMEHEHUST KOPTUKOCTEPOUAOB i KynupoBaHus oboctpenuit (0,07 nporus 0,42) wium
wazmooomenHor Tepanuu (0,02 mpotus 0,19). Ilo okoHYaHWU JeUeHUs B TPYIIE MAlUEHTOB,
MOJIYYaAIOIUX JICYEHUE SKYINn3ymMaOoM, MOKa3aHO MPEUMYILECTBO M0 CPAaBHEHHUIO C IUIanedo 1o
BCEM BTOPUYHBIM KpuTepusM 3¢ddexruBHocTr: Oamsl no mkanam EDSS (pacmmpennas mkana
crereHd mHBammam3anun), MRS, HAI (mkana omeHkn QyHKIMOHANBHOHN akTHBHOCTH), EQS-5D
(EBpomneiickas mkana kadectBa xu3Hu), VAS (pusyanbHo-aHanmorosas mikanaa 00mu).

Okynu3ymad He uzydanucs ajs gedenust oboctpennii 3COHM.
Okynu3ymad He uccnenoBaics y aereit ¢ 3COHM.

CpaBaurenbHas 3G eKTUBHOCTE M 0€30ITaACHOCTS IIperapara Dianu3apus

CpaBHuTeNnbHas OIeHKa 3(PPEKTUBHOCTH M 0E30MacCHOCTU Mpenapara Diu3apus U peQepeHTHOro
npenapata Conupuc (Anexcuon ®dapma I'M6X, IlIBeluapus) nmpoBoguwiack y 32 MalueHTOB C
MapOKCU3MAIIBHOW HOYHOW TIeMOTJOOMHYypuell B paMKax 26-HENeNbHOro  KIMHHYECKOTO
uccienoBanusi. UHTEHCUBHOCTD BHYTPHUCOCYIUCTOIO FeMOIHN3a M0 3HAYSHHIO TUIOIIAIU 0] KPUBOH
«xonnenTpauus JIII" — Bpems» (LDH AUC) — oueHuBaiach B TeUE€HUE MEPUOIA MTOAACPKUBAIOIICH
tepanuu. [IpoBeneHHBIH aHaMU3 MOKa3aj, YTO B 00euX rpynmnax JiedyeHUs HaOIIoJaluch CXOXKHE
snayenuss LDH AUC (p > 0,05). Cpennue 3nauenuss LDH AUC cocraBuiu 62957,6 = 46066,5
E/nxaneit (95 % AU [38410,4; 87504,7]) B rpynne npenaparta Dmuzapus u 47085,9 + 25521,8
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EJl/nxmeit (95 % JIV [33486,2; 60685,5]) B rpyme| mpenapArd-Colmpit: Onabctoportmit 93 2%

noBepuTeNbHbIM uHTEepBa i pazHocth LDH AUC wmexay rpynmamu coctaBuwin 13255,0
EJl/nxnuert  (omuocroponnuii 95 % JIU [-10492,9; 37002,8]) B monysisiiuyd HAIMEHTOB,
3aBEpUIMBIINX HCCIEeOBaHHE 0e3 OTKIOHEHHS OT MPOLEAYp MPOTOKOJIA, YTO COCTABISIET OKOJIO
12,3 % ot paHee BBIABICHHOTO Ianeb0-KOHTpomupyemoro 3ddexra pedepeHTHOro mnpemnapara
Comnupuc.

B cpaBHHMBaeMbIX rpymnmax ObUIM MOJyYeHBI corocTaBuMble u3MmeHeHus (p >0,05) mo Bcem
3asBJICHHBIM BTOPHYHBIM IOKa3aTelsiM dQQexTuBHOCTH. CpeiHee 3HAaYeHHWE W3MEHCHHS YPOBHS
remorioouna cocraBwio 2,4 + 14,3 r/n (95 % U [-5,2; 10,1]) B rpymnne npenapata Diau3apus u
28+13,1 t/n (95% AU [-4,2; 9,7]) B rpymnne mnpenapata Comupuc. CraOuau3anusi ypOBHs
reMOrjo0nHa B TEUCHHE TMepHoAa TOJCPKUBAIOIIEH Tepanuu Oblla JOCTUTHYTa y 6 U3
16 mauuentoB (37,5 %) B rpymnie npenapara dnuzapus u 'y 2 u3 14 nanuentos (14,3 %) B rpynmne
npemnapara Comupuc (p > 0,05).

3a BpeMs uccienoBaHus ObUI0  3aUKCHPOBAHO OJHO TPOMOOTHYECKOE OCIOKHEHUE
(TpoM060(hneduT) B rpynme npemnapara Conupuc. He 6pu10 0TMEUEHO pa3inyuuii MeKAy TpyIIamMH B
MOTPeOHOCTH B MpoBeAeHUH reMoTpancdysuii: 2 u3 16 mauuentos (12,5 %) B rpynne Dnuzapus u 5
u3 16 (31,3%) B rpynne mpenapara Comupuc (p >0,05). 3a Bce Bpems ucciieoBaHHS ObLIO
3adukcupoBaHo 4 ciydasi IpopbIBHOTO remonusa y 3 u3 16 namuentos (18,8 %) B rpymre npenapara
Onuzapusl.

Taxoke B 00eux rpynmnax 6buUld JOCTUTHYTHI COIIOCTABUMbIE M3MEHEHUS B IIPOLiecce Tepauy ypOBHEH
[THI-ksona sputpouutos I+l Tuna m rpanyl1onUTOB OTHOCHTEIBHO MCXOJHOIO 3HAUEHUS Ha
CKPUHUHTE.

Cpennue 3HA4YeHUsT M3MEHEHHUS CYMMapHOro Oaiia mkaibl (pyHKIIMOHAIBHOW OLIEHKH Teparuu
XPOHUYECKHX 3a0oieBaHuii 1Mo mokaszarento yrommsiemoctd (FACIT-Fatigue) mo okxonvyanuu
MeproJia TEpParui OTHOCHUTEIIBHO MCXOTHOTO 3HAYCHHS Ha CKPUHWHTE OBLIM TOJOXHUTEIHHBIMH B
JBYX Ipymmnax jgeueHus u coctasuiu 8,1 + 8,7 (95 % AU [3,4; 12,7]) B rpynne npenapata Dau3apus
n2,4+7,0(95 % U [-1,3; 6,1]) B rpynme npenapara Conupuc (p > 0,05). Taxoke He ObUIO BBISBICHO
CTaTUCTUYECKH 3HAYMMBIX OTIIMYUM B U3MEHEHUH CYMMAapHOro 0ajia OMpOCHUKA O KaYeCTBE JKU3HU
EBpomneiickoit opranusanuu ucciaenoBanus u nedenus paka (EORTC QLQ-C30).

[Ipenmapatr Onu3apusi NPOJEMOHCTPUPOBAT NpOoQHIb O€30HaCHOCTH CXOXHUH C  mpoduieMm
6e3onacHocty npemnapara Conupuc. B uccnenoBanuu 0bUI0 3aperucTpupoBaHo 13 HexxenaTeabHbIX
peakumii (HP) mocne npumenenus uccieayeMoro mpernapara WM Ipernapara cpaBHEHHUs, KOTOpbIe
OTHOCHUJIUCH K J'Ia60paTOpHI>IM U MHCTPYMCHTAJIBHBIM JaHHBIM, HAPYIICHHUAM CO CTOPOHBI KPOBU U
TUM(aTHIEeCKON CUCTeMBbl, MH(EKIMOHHBIM M TMapa3uTapHbIM 3a00JI€BaHUSAM, HAPYLIEHUSAM CO
CTOPOHBI MOYEK M MOYEBBIBOASIINX ITyTeH, OOLIMM paccTpoiicCTBaM U peakluu B MeCTe BBEIEHUS,
HapyLEHUsIM CO CTOPOHBI OOMeHa BemlecTB W nuTanus. Jlong namuentoB ¢ HP B o6enx rpymmax
JiedyeHus Obla CXOXKeH.

ITo pe3ynpraTam aHanu3a UMMYHOTE€HHOCTH CTaTUCTUYECKH 3HAYMMBIX OTIIMYUN MEXKIY TpyNIaMu
[0 YacTOTE BBIABJICHHUS aHTHTEN K IKyIn3ymMa0y He oOHapyxeHo (P > 0,05). BeisiBiieHHBIC Y IBYX
NAIMEeHTOB aHTuTeNa o0pa3oBalMCh B pe3ylbTaTe MPEALIeCTBYIOIIEH Tepanuu IpenapaToM
Comupuc. HoBbIx ciiyuaeB 00pa3oBaHMs aHTHTEN K JKylIu3ymMaOy B XOJA€ HUCCIEAOBaHHUS HE
3apErUCTPUPOBAHO.

CTHU

O¢ddexTuBHOCT W 0€30MACHOCTh TEpamuM HKYIU3yMaOOM B TEAMATPUYECKON MOMYISIIUN
nanueHToB ¢ [THI" Obutn onieHeHbI B KITMHUYECKOM HCCIE0BAaHNN Y CEMHU MAIMEHTOB B BO3PACTE OT
11 mo 17 ner. Jleuenune sxkynu3ymadom B TedeHue 12 HeleTb B COOTBETCTBUH C PEKOMEHIOBAHHBIM
PEKUMOM  JTO3UPOBAHUS  COMPOBOXKAAJIOCH YMEHBIIEHHEM BHYTPUCOCYAMCTOIO TI'eMOJIN3a,
n3Mepssemoro 1o ypoBHio JIJII'. Takxke oTMeUanoch 3HaYUTEIbHOE YMEHBILIEHHUE YUCIIA WU TTOJTHAs
OTMEHa TeMOTpaHC(hy3Hi, YIydIIeHHe OOIIero COCTOSHUSA MalueHTOB. O(OPEKTUBHOCTD
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M3YYEHUHU IKYNIM3yMada y B3pOCIbIX MAllHeHTOB.

O dexTHBHOCTD U 0€30MaCHOCTH TePANUU IKYIN3YyMaOOM B MEIUATPUUICCKON MOMYISIIUN OIICHEHBI
y 37 nauuentoB ¢ al'YC B Bo3pacTte oT 2 MecsineB A0 18 ner. B nenom naHHble meauaTpuyecKomn
TPYNIBI TAIIHEHTOB COMTOCTABUMEI C Pe3yJbTaTaMH UCCIIeIOBAaHUN y B3pocioi nomysinun. Ha pone
MPUMEHEHHUS dKyJan3ymMaba ObUIO OTMEYEHO IOBBIIIEHUE YPOBHS TPOMOOIIMTOB 4Yepe3 26 Henelb
JICUYCHUS, YAAJIOCh JOCTHUYb KOHTPOJIA 32 (DYHKIMEH MOYEK, YTO CBHUJCTEIHCTBOBAIO O CHUKCHHUH
AKTUBHOCTH KOMIUIEMEHTOIIOCPEIOBAHHOW TPOMOOTHYECKON MUKPOAHTHOIIATHH.

D¢ dhexkTuBHOCTH U OE30MACHOCTD TEPANUU IKYIU3YMAOOM B MEAUATPUYECKON MOMYIISAIUN U3Y4EHBI
y 11 manmentoB ¢ rMI'. Ha ¢one npumeHeHHs sKynu3ymada OBLIIO OTMEUYEHO CTaTUCTHYECKH
3HaYMMOE yiydieHue oouero nokaszaresnss QMG (orneHouHas nIkasna 3JJ0Ka4eCTBEHHON MUACTEHUH )
[0 CPAaBHECHUIO C HCXOJHBIM YPOBHEM Ha MPOTSDKEHUH 26-HEICNBHOTO IepUoja JICUCHHUS.
D¢ hHeKkTUBHOCTD JICYCHUST IKYIN3yMaOOM y TeIuaTpuueckux manueHToB ¢ TMIT cooTBeTcTBOBaIA
3 HEKTUBHOCTH, HAOIIOAaEMOM Y B3pOCIIbIX HanueHToB ¢ TMI'. Jloyist KITMHHYECKUX OTBETYHKOB IO
o6 rokasarensm QMG (ynydnieHne 1o KpaiiHel Mepe Ha 5 6a/UT0B TI0 CPABHEHHIO ¢ UCXOHBIM
ypoHeM) 1 MG-ADL (ynyumienue Ha 3 6ajuia o CpaBHEHHIO C UCXOAHBIM YPOBHEM) Ha 26 HeJene
He 3aBucena oT Tepanuu crnaceHus u cocrasuna 70 % u 50 % coorBercTBeHHO. Y 10 manueHToB K
26 Henene yNy4IIUIOCh COCTOSHUE MOCTUHTEPBEHLIMOHHOIO cTaTyca mo kiaccupukauuu MGFA
(MGFA-PIS). K26 nenene y 7 (70 %) mariueHTOB HAOIIOAATUCH TOJIBKO MUHUMAJIBHBIC TIPOSIBICHUS
rMI".

VY neguarpudeckux nanueHToB ¢ 3COHM npumenenue sxkynu3zymada He OLIEHUBAJIOCH.
5.2. @apMaKkoOKHHeTHYECKHE CBOiicTBA

AOcopOIIHs U pacupeeIcHne

IIpu cpaBHUTENBHOM HCCIEIOBAHUS (DAPMAKOKUHETHKH Yy 3/I0pOBBIX J10OpPOBOJIBLIEB MOCIE
OJIHOKPATHOTO BHYTPUBEHHOTO BBeNeHUs B 03¢ 600 Mr ObuTM MOJYYEHBI CIAEAYIOIINE 3HAYCHUS
¢dapmakokuHeTnyeckux (PK) napamerpoB (ykazaHbl cpeiHue 3HaUeHUs 0€3 KOPPEKLUH Mo Macce
tena): B rpymme mnpemapara Omm3apus — AUCot15465,9 Mxrxu/mi;  Cmax 158,97 Mkr/mi;
Cma/AUCo+ 0,0115; T1281,90u; MRT115264; Vg 424n wu Cl 40,97 mn/y;
B rpyrie npemnapara Counupuc AUCo+14058,4 Mxrxu/mi; Cmax 163,50 Mkr/mut;
Crmax/AUC.10,0120; T1/2 65,79 u; MRT 93,14 u; V4 3,93 1 u Cl 42,98 mi/u.

buorpaucdopmars

MoHOKJIOHaIbHBIE aHTHUTEIIa MOABECPIrar0TCA 3HAOLUTO3Y B KIICTKAX peTHKyHOBHHOTeHHaHLHOﬁ
CUCTEMBI, T'JIC KaTAJIU3HUPYIOTCA JIM30COMaJIbHBIMU (bepMeHTaMI/I 0 HEOOJIBIITNX nenTuaoB H
AMHWHOKHCIIOT. aKy.]'II/ISYMa6 COACPKUT TOJIBKO BCTpCHANOMIUECCA B INPHUPOAC aMUHOKHCIIOTBI U HC
HMEET U3BECTHBLIX aKTUBHBLIX METa0OJHUTOB.

ONUMUHALMS

CrennaibHBIX MCCIICIOBAHUMN TSI OIEHKH ITyTEH BBIBEJACHUS IKyIH3ymMada He MPOBOAMIOCK. M3-3a
Oonpmiol  MonekyisipHol Maccel (148 k/la) skynmuzymad He OSKCKpeTupyeTcs IOYKaMu B
HEU3MEHEHHOM BH/IE.

Y mamuentoB ¢ [IHI' cpemnuit xmupenc cocraBusier 0,31 + 0,12 mu/yac/kr, cpeaHuii o0bem
pactpenenenus — 110,3 + 17,9 ma/kr, a cpennuii nepuoa monysbiBeneHus — 11,3 + 3,4 nHei.
Hcxons n3 3TUX JaHHBIX, pABHOBECHOE COCTOSTHUE JOCTHTaeTcs uepe3 4956 nuei.

V¥ nmanuentos ¢ [THI' papmakonnramMudeckas akTHBHOCTh AKYJIH3ymMada MpsiMO MPOTOPIUOHATBHO
3aBHCeNa OT €ro KOHIEHTpaluu B miazMme. llpu moanep)kaHuM KOHLEHTpAIMM SKylinzymala B
IJ1a3Me KPOBH > 35 MKI/MJI y OOJIBITMHCTBA MAIIMEHTOB OTMEYAIach MPAKTHYECKHU TTOJIHAs OJI0Kaaa
reMOJUTHUYECKON aKTUBHOCTH.
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V¥ namuenTtoB ¢ al'YC ¢ Maccoit tena 70 kr cpenHui KaneiEI%écl@fk?&é“&%%l_fb%ﬁg/f'

pacnpenenenus — 5,6 1. Ilepuon monyBbIBeeHUsT cocTaBisieT 297 yacoB (IPHOIU3UTEIBHO
12,4 nueit).

bbu1 m3yueHsl MoKa3aTenu KIMpEHca M Mepuoja MOIYyBBIBEJCHMs 3Kyln3ymala y HalMEeHTOB C
IpUMEHEHHEM OOMEHHOTrO TepeNuBaHus Iu1a3Mbl. JlaHHas mporeaypa NPUBOIUT K CHUKCHHUIO
KOHIIEHTpaLUU 3Kynu3yMada npubnusurenbHo Ha 50 % B TedeHue 1 yaca nepenuBaHusi, NepuoL
MOJTyBbIBeIeHUST CHWXKaeTcst A0 1,3 waca. Takum oOpasoMm, y mamuentoB ¢ al'YC, xoTopbiM
IPOBOJATCS TMPOLEAYpPhl IEepeauBaHUsg WIM OOMEHHOIrO IepelMBaHus IUIa3Mbl, Tpedyercs
JOIOJHUTENbHAS J103a IKYIU3yMala.

dapmakoHAMUYECKast aKTHBHOCTD Ky IM3yMada y manueHToB ¢ al' Y C HanpsiMyro 3aBUCHUT OT €ro
CBIBOPOTOYHOW KOHIEHTparuu. llojgnepkaHue KOHIEHTpAaUM SKyau3ymada B CBIBOPOTKE Ha
ypoBHe 50-100 MKI/MJI MpPUBOIUT K TIOJHOH OJOKaje TEPMUHAIBHOTO 3BEHA CHCTEMBI
KOMIUIEMEHTa y Bcex nauueHTos ¢ al'YC.

dapMakoKMHETHYECKHUE MapameTpsl, Habmogaembie B nonyisiuu ¢ TMI™ u 3COHM, cornacytores ¢
TeMH, 4T0 HaOmoaamuck B momyisiiusax ¢ [THI u al'YC.

dapmakoaHAMUYECKass aKTUBHOCTb, M3MEPEHHAs KOHIEHTparnueld cBobomnoro C5 <0,5 mkr/mi,
KOpPPEJIUPYET C MPAKTUYECKU TMOJHOM OJOKaAol aKTMBHOCTH TEPMHUHAIBHOTO KOMIUIEMEHTa Yy
maruenToB ¢ [THI, al'VC, tMI" u 3COHM.

dapmakoKHHETHKA dKyIn3ymada y ocoobix rpymi manueHToB ¢ [THI, rMI" wimm 3COHM, ucxons u3
T0Jia, pachl, BO3pacTa (MOKHUIIbIe MAllMeHThl), (YHKIIMOHAIBHON aKTUBHOCTH MEUYEHU WIU MOYEK HE
n3ydanachk. llomynsimuoHHBIA aHamu3 (apMaKOKMHETUYECKUX JaHHBIX, TOJYYCHHBIX B XOJE
uccneposanuil y nanuentoB ¢ [IHI, al'VC, tMI" u 3COHM noka3zain, 4ro moj, paca, HOKUIION
BO3pacT WM HaJIW4YWE T[I€YEHOYHOW WM TOYEYHOW HEJIOCTAaTOYHOCTH HE BIMSIIOT Ha
(bapMakOKHHETHUECKHE TTapaMeTphl IKyIu3ymaoa.

€T

dapMakOKMHETHKA 3Kynu3ymaba B INeIMaTpUUEeCKON MOMyNSlIMU OLIEHUBAJach B KIMHUYECKOM
uccnenoBanun y 7 maumentoB ¢ IIHI' B Bospacte or 11 no 18 mer. Ilpu coOmrogenuu
PEKOMEH/IOBAaHHOTO peXMMa JO03MPOBAHUS B 3aBUCHUMOCTH OT Beca HAaMMEHbBIINH KIMpEHC
skynu3ymada coctaBui 0,0105 /4. [IpuHIUNBl 103UpOBaHUsS IKYIM3yMalda y A€TeH ¢ Maccoil Tena
MmeHee 40 kr ObUIH pa3paboTaHbl HA OCHOBAHUU JaHHBIX nanueHToB ¢ al YC.

[Ipu u3yueHun (hapMakOKHHETHUECKUX MMAPAMETPOB B MEAUATPUUECKOM MOMYJSIIUA TMAIMEHTOB C
al'YC, ObUIH TONIy4eHbl JaHHBIE O 3aBHCHUMOCTH KJIHMpEHca W o0beMa paclpeieNieHHs OT Beca
nanuenTta. Tak, kauperc cocrasmwi 10,4, 5,3 u 2,2 mi/gac, 00beM pacmupeneneHus coctaBui 5,23,
2,76 u 1,21 n npu macce tena 70, 30 u 10 kr coorBercTBeHHO. [lepnoa noayBbIBeI€HHS COCTABIISIET
nuana3oH ot 349 no 378 wacos (mpubau3uTenbHo 14,5-15,8 nHeit).

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuensb BcoMoraTejbHbIX BElIECTB

HaTpus auruapodocdara MOHOTHIPAT
HaTpus ruapodocdara renraruapaTt
HATpUS XJIOPU]

norcopoOat 80

BOJia I UHBbEKIUHU
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6.2. HecoBMecTUMOCTH

B cBs3u ¢ OTCYTCTBUEM I/ICCJ'IGIIOBaHI/Iﬁ COBMCCTHUMOCTH, ,HaHHBIﬁ J'IeKapCTBeHHHﬁ npemnapar HE
CJICAYCT CMCIIMBATL C APYTMMHU JICKAPCTBCHHBIMU IIPCIIapaTaMu.

6.3. Cpok rogHocTH (CpOK XpaHeHwusl)

HeBckpoIThI (haakoH

2 roxa 6 MecsIIEB.

IIpuroroBiIeHHBINA PACTBOP

N y3noHHbIN pacTBOP JOHKEH HUCIIOJIB30BATHCA CPa3y MOCIE IPUTOTOBICHHUS.

Ecim  wHQY3us 10 KakuM-TUOO TPUYMHAM  OTKJIQJBIBACTCS, JOIMYCKAeTCS  XPAHCHHE
MIPUTOTOBIEHHOTO HH(Y3MOHHOTO pacTBOpa npu temmneparype ot 2 a0 8 °C He 6omnee 24 yacos 0e3
3aMOpaKUBaHUS.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHHH
XpaHUTh B XOJOJIWJIbHHMKE IpHU Temiieparype oT 2 a0 8 °C B OpUIMHAJIbHOW YIAKOBKE (IIauke

KapTOHHOﬁ) JUISL 3aIUThI OT cBeTa. He 3aMOpaXKHNBAThb.

VYcnoBust XpaHeHHs TPUTOTOBICHHOTO pacTBOpa CM. B paznene 6.3.
6.5. XapakTep u cojep:kaHue YIAKOBKHU

ITo 30 mu1 KOHIIEHTpaTa BO (DIAKOHBI U3 CTEKJIA IEPBOr0 THAPOJIUTHYECKOrO KJIacca, yKYIOPEHHBIE
npoOKaMM PE3WHOBBIMH C OOKATKOM KOJMaykaMM aJTIOMHHHEBO-IUIACTUKOBBIMH C KOHTPOJIEM
MIEPBOTO BCKPBITHSL.

1 ¢pnakoH ¢ KOHILIEHTPATOM BMECTE C JIMCTKOM-BKJIAJBIIIEM Ipernapara MOMELaloT B Hauky U3
KapToHa. J[J11 KOHTPOJIS IEPBOrO BCKPBITHS KJIaNaHbl MayKu (PUKCUPYIOT CTUKEpaMHU.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUHM MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WM OTXOJ0B, MOJYYEHHBIX INOcJe NMPUMeHEeHHUs JIeKApCTBEHHOro Ipenapara, u
Apyrue MAHMIYJISILMYU € MIPenapaTom

PGKOMGHJIaHI/II/I 110 ITPUT'OTOBJICHHUIO PaCcTBOPA U ITPOBECACHHUIO I/IHd)V3I/II/II

Henv3a cmewusamo npenapam dnuzapusi npu 6HYMPUBEHHOM 66€0eHUL C OpYeUM NPenapamom 8
00HOM wnpuye ulu aaxone.

Vcnonb3ys CTepWIbHBIM INMPULl C UIJOW (HE MNpWiIaraiTcs), HEoOXoauMo oToOpaTh Bce
conepxumoe (hakoHa/PIakoOHOB C TIpenapaToM DIU3apus U MEPEHECTH PEKOMEHIYEMYIO 103y BO
(b1aKOH C OJTHUM M3 CIIEAYIOIINUX PacTBOPOB It uHbeKuii: 0,9 % pactBop HaTpus xiopuna, 0,45 %
pacTBoOp HaTpus Xjopuaa Wik 5 % pacTBop AEKCTPO3bI (IJIFOKO3bI) IS MOITYYeHUSI HHPY3UOHHOTO
pacTBopa ¢ KOHIeHTpauuei 5,0 Mr/mir.

O6beM NPUTOTOBIEHHOTO MH(Y3HMOHHOTO pacTBopa, cojaepskaiero 5,0 Mr skynuzymada B 1 mi,
nomkeH coctaButh: 60 Ma (mist mo3er 300 mr), 120 mn (ans go3sl 600 mr), 180 mm (s
10361 900 mr) u 240 mut (st 10361 1200 mr).

[TpuroroBneHHbI WHQY3HOHHBIH PacTBOp MOJKEH OBITH MPO3padHbIM U OecuBeTHBIM. Ecnun
pacTBOp OKpAIIEH WM B HEM HaOII0Ial0TCs BKIIFOUEHMS, €r0 HCII0JIb30BaHUE HE JOITyCKAaeTCsl.

HenocpeacTBeHHo niepe/] BBEACHHEM HEOOXOAUMO OCTOPOKHO TTOKadaTh (hJIaKOH C PACTBOPOM LIS
nH(QY3UH 1711 TOMOTCHH3AIUH coiep kuMoro ¢urakona. TeMreparypa pacTBopa st HHQY3HOHHOTO
BBEJCHUS NOJKHA cocTaBiath 20 — 25 °C.
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VH(Y3HOHHBIH PACTBOP 10JLKEH HCIIONIB30BATLCS CPasy HOCIE. Hitirotomtdrin, = |eHOCTE 0015

Hewncronp30BaHHBIN pacTBOp MOJICKUT YTHIIN3AIINH.

Ecim  wuHpy3us 1o KakuMm-mubO TpHYMHAM — OTKJIAJBIBACTCS, JOIYCKACTCS  XpaHCHHE
MIPUTOTOBJIEHHOTO MH(Y3UOHHOTO pacTBopa npu Temmneparype ot 2 10 8 °C He 6omee 24 yacoB 6e3
3amopaxuBanus. [1o okoHuaHuu 3TOro cpoka (24 yaca) HEHCHOJIb30BaHHBIM PACTBOP MOMIJICHKUT
YHUUTOKEHHUIO.

Bech ocTtaBmmiics JieKapCTBEHHBIM Mpenapar U OTXOAbl CIEAYET YHUUYTOXUTH (YTHIM3UPOBATh) B
YCTaHOBJICHHOM IOPSIKE.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Poccuiickas @enepanus
00O «I'enepuym-Hekcm»

124460, r. MockBa, BH. Tep. I. MyHULIIMNAIBbHBIA OKpYr CuiMHO, T. 3eneHorpal, yi. Koncrpykropa
Jlykuna, 1. 14, ctp. 12, atax 6, koM. 34

Ten. +7 (495) 988-47-95
7.1. IlpeacTaBuTe b AepKATEIsI PErHCTPANHMOHHOIO yI0cTOBepeHus Ha Tepputopun Corw3a

IIperen3un norpeduTene HaupaBIATh 110 aAPECY:

B Poccuiickoit eneparmu

Poccutickas @enepanus

AO «'EHEPUYM»

601125, Bnanumupckas o01., paiion Ilerymunckuii, n. Bonsrunckuid, yi. 3aBoxckast, ctp. 273
Ten. +7 (49243) 72-5-20, 72-5-14

Anpec 3IIeKTPOHHOM MOUTHL: generium@agenerium.ru

B PecyOnmke bemapycen

Poccuiickas @enepanns

AO «'EHEPYM»

601125, Bnanumupckas o0:1., paiton [lerymunckuii, n. Bonsrunckuit, yn. 3aBojckas, ctp. 273
Ten. 8-820-007-33338

AJipec 3IeKTPOHHOM OYTHI: generium@agenerium.ru

B PCCHV6HI/IKG ApMeHus

PecnyOnuka Apmenus

00O «Apro-dapm»

r. EpeBan, yn. Cynayksna 13/9

Ten. +374 (10) 744080, +374 (77) 489875

Anpec snekTpoHHOU mouThl: info@argopharm.am

B KuIpreisckoii Peciybnmke

Poccuiickas @enepanns

AO «I'EHEPUYM»

601125, Bnagumupckas 06i1., paiion [lerymmackuid, . Boasruackui, yi. 3aBojckas, ctp. 273
Ten. +80033322274

Afpec 3IeKTPOHHOM MOYTHL: generium@agenerium.ru
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8. HOMEP (HOMEPA) PETCTPALIMOHHOT O yﬂOC‘fﬁﬁﬂFﬂ{ﬁﬂTEm HOCTS 0015)

JITT-Ne(000140)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O IPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpHH OTIIYCKa MO PELenTy.

OOGIasi XapakTepUCTHKA JIEKAPCTBEHHOTO Iperapara JJu3apus JOCTYIIHA B E€IMHOM peEecTpe
3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB  EBPasHiiCKOro  9KOHOMHYECKOTO  COO3a
http://eec.eaeunion.org/ u Ha oOQUIMATLHOM CalTE YIIOJHOMOYEHHOTO0 OpraHa (dKCIEPTHOH
OpraHu3aIlym).
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