COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 20.08.2024 N= 17340

MHCTHEYKIIN. OCNEOOBATENEHOCTE 0002)

I[1O MEJUITMHCKOMY TITPUMEHEHMIO JIEKAPCTBEHHOI'O ITPEITAPATA
HUTAPABUH-PYC

PerncrpanmoHHbIA HOMEP:

Toprosoe HamMeHOBaHue

[{utapabun-Pyc

MexayHapoaHoe HeMMATEHTOBAHHOE WK IPYNIIAPOBOYHOE HAUMEHOBAHHE
[{utapabun

JlekapcTBeHHas popma

PactBop st nHBEKIIAMN

Cocras

CocraB Ha 1 M

eticmsyrowee seugecmso. nutapadbud — 100,00 mr.

Bcnomocamenvhvie gewyecmsa. Hatpus rugpokcuaa pactsop 1 H — go nonydenus
pH 7,7, xnopuctoBoopoHOM KucinoTsl pactBop 1 H — no momyuenus pH 7,7,
BOJla 1 UHBEKIMHA — 10 1,0 M.

Onucanue

[Ipo3paunblit 6€CIIBETHBIN UK CJIETKA JKEITOBATHIA PaCTBOP.
dapmakoTepaneBTHYECKas rPynna

[IpoTuBOOMYyX0IE€BBIE CPEACTBA; AHTUMETAOOJIUTHI; AHATIOTH MTUPUMHJIUHA.

Kox ATX: LO1BCO1.

dapmakojioruyeckoe jeiicreue

dapMaKOAMHAMHUKA

[MutapabuH OTHOCHUTCS K TpYIIEe aHTUMETAO0OJUTOB MUPUMUIUHOBOTO OOMEHA U
apigercs S-¢pazocneuuduunbiM npenaparoM. Topmosut cunte3d JIHK B kietke.
AHTUNIEHKEMUYECKYI0 aKTMBHOCTh TIpemapar NpHoOpeTaeT B  pe3ysbTare

dbochopunupoBanus B apabuHo3un nuto3uH Tpudocdar (Apa-LITD), koTopsiit



OCNEAQBATENEHOCTE 0002)
KOHKypeHTHO uHruoupyet JIHK-nommepasy. KEOMe—lrc;lro.' HMelOT e TARIEe: a0

cunte3 JIHK unrubupyercs taxxke 3a cueT Bcrpauanus nutapadbuna B JJTHK u PHK.
M3BeCTHO HECKOJIBKO MEXaHW3MOB DPa3BUTHUSI PE3UCTEHTHOCTH K IUTapaOuHY:
WHTUOMpoBaHWEe MeMOpaHHOro TpaHcmopTta, Jaeuiut  QGochoprupyrommux
(dhepMEHTOB, TOBBINIEHHAS AKTUBHOCTh HHAKTHBUPYIOMNUX (DEPMEHTOB, CHUKEHHOE
cpoacteo  JIHK-monmmmepassl  wiM  NOBBIMEHHBIA Iyl  Aeokcu-L[TO.
[{UTOTOKCHUYECKOE NENCTBUE NOCTUTAETCS MPHU CO3JAHUU MOCTOSHHBIX BBICOKHX
BHYTPHUKJIETOYHBIX KOHIIeHTpauui Apa-L[T®.

DapmaKkoKunemuxa

[locie BHYTPUBEHHOTO BBEICHUS IUTapaOWH OBICTPO M TMOYTH IOJHOCTHIO
MpEeBpaIlaeTCsl B HEAKTUBHBIA ypanwi-Metabonutr Apa-Y 1moj JeilcTBueM
UWTUIMHIE3aMHUHA3bl B MEYEHU U B JIPYyTHX TKaHaX. [lepron monyBbIBEACHUS B
HayaiapHOM (aze coctaBinser 10 MuH, B KOHEYHOM — mpumepHo 1 — 3 waca.
[TockonbKy aKTUBHOCTH Ji€3aMUHa3bl B LeHTpainbHONl HepBHOU cucteme (LIHC)
MUHUMAaJIbHA, BBIBEJCHUE IIUTApAOHA U3 CIUHHOMO3TOBOM JKUJIKOCTH TIPOUCXOJIUT
MEIJICHHO, Y TIPX 3TOM MEPHUOJ €T0 MOJIyBbIBEICHUS cocTaBisieT 2 — 11 wacos. [Ipu
HEIPEPHIBHBIX BHYTPUBEHHBIX HHPY3UAX IIUTapabuHa B 00bI9HBIX 032X (100 — 200
MI/M? TIOBEPXHOCTU Teja) JOCTUTaloTCs KOHIeHTpauuu, pasHeie 0,04 — 0,6
MKMOJIb/N. Ilpu moakoxHOM (1II/K) BBEACHMM MAaKCHMMalbHas KOHLEHTpalus B
miasme gocturaercs B TeueHue 20 — 60 MUHYT. 3aTeM MPOMCXOIUT ABYX(aszHoe
CHIDKEHHME KOHIeHTpaluu. He3HauuTenbHas 4YacTh IUTapabMHA TMOJABEPraeTcs
dbochopunupoBaHuio MO JEUCTBHEM KHWHA3 Ha BHYTPUKIETOYHOM YpPOBHE, B
pe3ysibTaTe 4ero oopasyercs akTUBHBIA MeTaboaut Apa-L[T®. Cesa3p ¢ Oenkamu
mia3Mel coctasisiet 15 %.

[Mutapabua wmeTaboMM3UpyEeTCS MPEUMYIIECTBEHHO B TieueHHu. [lutapabun
MPOHUKAET Yepe3 remaTtosHiedannyeckuii 6aprep. [locne HenmpepbIBHOW MHPY3UN
B CIIMHHOMO3TOBOM >XMJAKOCTH JOCTUTAaeTCsl KOoHIeHTparus, paBHas 10 — 40 % ot
KOHIIGHTpAIlMu B Tu1a3Me KpoBH. [locie BBeneHUS OOBIYHBIX WM BBICOKUX 103

TOoBKO 4 — 10 % OT BBeA€HHOM N035I BEIBOJIUTCS MOYKAMHU B HEU3MEHEHHOM BHJIE.



COOTBETCTEYET 3KCNEPTHOMY OTY E3T W

ot 20.08.2024 N= 17340

SRETIERARAVSREAOCT 0080 -

B nepBrie 24 yaca 71 — 96 % BBeaeHHArO 11

dbopme Apa-V.

ITokazaHus K NPUMEHEHUIO

- OCTpbIN HEeIMMQPOOITACTHBIN W/MK TUMGOOTACTHBIN JIEHKO3 Y B3POCIHbIX U JIeTeH
(111 MHITyKITUU PEMUCCHUH, a TAaKXKE B KaUeCTBE MO/ICPKUBAIOIIEH Teparum);

- npo(uaKTHKa U JIeYeHNE Helporeiiko3a (MHTpaTeKalbHOEe BBEICHNE KaK B BUJIE
MOHOTEpANUM, TaK M B COYETAHUU C JPYTUMH MPOTHUBOOIYXOJIEBHIMHU
npenaparammu);

- JICYUEHNE HEXOKKMHCKHUX JTUMPOM;

- Ie4eHre OJJACTHBIX KPU30B MPU XPOHUYECKOM MUEIOJIEHKO3E.

BricOk0103Has III/ITaDa6I/IHOBa}I TCpaIinsi.

- pepakTepHbIie K Teparnuu HEXOHKKUHCKUE JTUM(POMBI;

- pedpakTepHbIil K Tepanuu OCTPbIM HeTUMQOOIACTHBIA U/UiK JTUME(OOTACTHBIM
JIENKO3, a TaK)Ke BAPUAHTHI C HEOIArOMPUSATHBIM MPOTHO30M;

- PELIMIUBBI OCTPHIX JICUKO30B;

- BTOPUYHBIC JICHKO3bI TOCIIE MPEAIIECTBYIONEH XUMHUOTEPANIUU U/WUJIN JIy4eBOU
Teparuu;

- MAHU(ECTHBIN JIEHKO3 MOcie TpaHCcHopMaluu MPENIeUKo30B;

- OCTpbIN HeTUM(GOOIACTHBIN JIEWKO3 Y MallMeHTOB B Bo3pacte Mosioxe 60 et (s
KOHCOJIUJIAIIUA PEMUCCHH);

- OJIaCTHBIC KPU3BI IIPU XPOHUUYECKOM MHEJIOIEHKO3E.

IIporuBonokaszanus
- TIOBBINICHHAS YyBCTBUTEIHHOCTh K IUTapaOWHy © JAPYTMM KOMIIOHEHTaM
rpernapara;

- 0EpEeMEHHOCTh U MEePUO KOPMIIEHUS TPYAbIO.

C 0CTOPOKHOCTHIO



[TeueHouHast W/naKM MoyeyHasi HEJOCTAT
Pa3BUTHSA HEUPOTOKCUYHOCTH OCOOEHHO ITPH IPOBEACHUH BBICOKOI03HOM TEpaAInm).
JlekapCTBEHHO-MHIYIIUPOBAHHOE YTHETCHHE KPOBETBOPEHUS, WHPUIBTpaLus
KOCTHOI'O MO3ra OIYXOJIEBBIMHM KIJIETKAMHU, OCTpble MH(PEKLUMOHHBIE 3a00JIEBaHUS
BUPYCHOM (B T.4. BETpsHAs OCMa, OMOSCHIBAIOIIMN JHIIai), TPUOKOBOW WU
OakTepraJIbHOW TPHUPOABl (PUCK BO3HUKHOBEHMS TSDKEIBIX OCIIOKHEHUH H
reHepaln3alyy rpouecca), 3a00J1€BaHNs, IPU KOTOPBIX CYIECTBYET MOBBILICHHBIN

PHCK pa3BUTH TUTIEPYPUKEMUH (II0/1arpa WK YpaTHBIN HepoauTuas).

IIpuMeHeHue npu 0€epeMEHHOCTH U B MEPHO/I IPYIHOT0 BCKAPMJIMBAHUSA

>KeHIHI/IHBI ACTOPOJHOTO BOSDaCTa/ KOHTPAUCIIINA YV MY>KYWH M XKCHIIINH

N3-3a MOTEHIHANbHON TE€HOTOKCUYHOCTH, NAUHUEHTKaM C PENPOJTYKTUBHBIM
MOTEHIIUAJIOM PEKOMEHJIOBAHO HCIO0JIb30BaTh BBICOKOAI(P(HEKTUBHBIE METO/bI
KOHTpAIICTIUU BO BpeMsI JICUEHUS U B TeUEHUE 6 MECAILIEB MOCTIE MpUeMa nociaeaHen
0361 ITuTapaduna. M3-3a noTeH1nanIbHON TeHOTOKCUYHOCTH, TTAIUEHTaM MYKCKOTO
110J1a, UMEIOIIUM MAPTHEPILY JAETOPOJIHOTO BO3pAacTa, PEKOMEHI0BAHO
UCITIOJIb30BATh BHICOKOA()PEKTUBHBIC METO/IbI KOHTPAIIEIIIIUN BO BpEMS JICUCHUSI U B
TEeUEHUE 3 MEeCSIIEB MOce MpueMa MmociaeHen 1036l TuTapaduHa.

bepeMeHHOCTE

WccnenoBanusi mpuMeHEHUS IuTapabuHa y KEHIIUH B MEePUO]l OEpEMEHHOCTH He
IIPOBOAMIIKCD, NO03TOMY  NPUMEHEHHUE Mpernapara B Mepuoj OEpeMEeHHOCTH
MPOTUBOIIOKA3aHO0. M3BECTHO, YTO IIUTapaOWH MPOSBIISET TEPATOTCHHBIC CBOMCTBRA
y HEKOTOPBIX BHUJOB >KMBOTHBIX. JKEHIMHaM, CIOCOOHBIM K JIE€TOPOXKICHHIO,
ClIelyeT peKOMEH/I0BaTh UCKIIIOYUTh BO3MOKHOCTh OEPEMEHHOCTH.

Y Marepelt, mogydaBImIMX IUTapabWMH BO BpeMs OepeMeHHOCTH (B BHIE
MOHOTEpanuyu WJIM B KOMOMHAIlUM C JAPYTUMH TIpenapaTaMu), PpPOXKIATUCh
HOpPMaJbHbIE  MJAACHLBI; HEKOTOpPbIE M3 OATUX  MJAJCHLUEB  POJIUIIUCH
MIPEKICBPEMEHHO WJIM UMEM HU3KYIO MAacCy Teja Npu poxaeHuu. HekoTopbix u3
HOPMAJIbHBIX MJIQ/ICHIIEB HAaOJIOJANM B BO3pacTe OT LIECTH HENENb JO CEMU JIET

IIOCJIC BO3I[€I>1CTBH$I npcermapara, 1 y HuX HEC OBLIO BBISIBJICHO OTKJIOHEHHH OT HOPMBI.




. OCNEOOBATENBHQETR.000:2)
OmuH MitazeHel; 0Oe3 SBHOW MAaTOJIOLUU y'lxlf}lep' '-IB"]BGspaCT«Ié 90 " et ot

raCTPO3HTEPHUTA.
BbUIM noJTydeHbl COOOIIEHUST O BPOXKICHHBIX aHOMAJIMAX Pa3BUTHS, B YACTHOCTH,
KOI'/Ia TUIOJ] MOABEPrajcsi CUCTEMHOW Tepaluy [UTapaOuHOM B TEUEHHE TEPBOTO
TpUMecTpa. AHOMAIUU BKJIIOYATU JIe()EKThl IUCTANBbHBIX OTICIOB BEPXHUX U
HIDKHUX KOHEYHOCTeW H nedopMmanuyd KOHEYHOCTEH M YIIHBIX pakoBUH. Taxke
COOOIIAJIOCH, O Ciy4asX pa3BUTUS MAHIUTONECHHUM, JICHKONEHUU, AaHEMUH,
TPOMOOLMTONEHUH,  BOJHO-JIEKTPOJMTHBIX  HAPYIIEHWH,  TPaH3UTOPHOMU
H03UHO(UIINY, TIOBBIIIICHUSI ~ KOHIEHTPAIlMM  HUMMYHOrJIo0ynnHOB M m
TUIEPIIMPEKCHUM, CETICHCA U JIETATBHOIO UCX0Aa BO BPEMsI HEOHATAIILHOTO NIEPHOJIA
y HOBOPOXJICHHBIX, KOTOpPbIE€ ObUIM MOJBEPKEHbI BO3JICHCTBUIO LUTapaOMHA B
nepuoa 10 poxkaeHus. Hekotopsele n3 aTux neteit Obliin HeTOHOUIEHHBIMHU.
bepeMeHHbIM JKEHIMHAM, TOJyYaBIIMM LWTapaObWH, Jenanu abopT 1o
MEIUIMHCKUM MOoKa3aHuaM. IMEroTcst COOOIIEHUS KaK O HOPMAJIbHBIX IUTIO/IAX, TaK
U O IUI0JAX, HAa KOTOpBIE Mpenapar oKas3ajl BO3JECHCTBHE, B TOM YHUCIE O IUIOAAX C
YBEJIIMUEHUEM CEJIE3€HKU U XpPOMOCOMHOM aHomanueit (Tpucomus B rpymnme C) B
TKaHSAX XOpPHOHA.

YuuThiBas BO3MOXHOCTbh Pa3BUTHUSL PA3IUYHBIX HapyUIEHUI Ha (pOHE MPOBEACHUS
LIUTOTOKCUYECKOM Tepanuv, OCOOEHHO B TIEPBOM TpPUMECTpE, CIEAyeT
POUH(POPMHUPOBATH MAITUEHTKY, KOTOpasi OepeMeHHa UM MOKET 3a0epeMeHeTh Ha
doHe Tepanuu LUTApaOMHOM, O TMOTEHUUAIBHBIX pHUCKaX I IUI0Ja H
1eJ1eCO00Pa3HOCTH COXPAHEHUS OoepemenHoctu.  Crefyer y4YUTBIBaTh, YTO
PHUCK MMATOJIOTUH IJI0JA OCTAETCSI HECCOMHEHHBIM, HO €70 BEPOSITHOCTD CHUYKAETCS B
cily4ae, eciu Tepanusi [uTapaOuHOM OblIa MHULIMUPOBAHA BO BPEMs BTOPOIO WM
TpeThero TpuMecTtpa. HecMOTpss Ha TO, UTO y HEKOTOPBIX MaTepel, KOTOpbIE
noJiydaJii 1uTapaOuH B TEpUOJ BCe OEpEeMEHHOCTH, pPOXKAAIUCH JeTH 0e3
OTKJIOHEHUH B Pa3BUTHH, TAKUX JIETEH cielyeT HabIo1aTh 1 Jajee.

Heobxoaumo yuuThIBaTh, YTO OEH3WIOBBIM CIUPT, MPUMEHSEMBIH B KadeCTBE
pacTBOpUTEIIS, MPOHUKAET Yepe3 IialeHTy (cM. pazaen «OcolObie yKa3zaHus).

['pyaHOE BCKapMJIMBAHUE




HeusBecTHo, BbIEASAETCS 1M LUTapaOUH
YTO MHOTHE JIEKapPCTBEHHBIE CPEJICTBA BBIACIIOTCS B I'PYAHOE MOJIOKO, a TaKkKe
BO3MOYKHOCTb CEPHE3HBIX TOOOYHBIX PEAKIIMI Y HOBOPOKICHHBIX, HAXOJAIIMXCS Ha
IPYAHOM BCKAPMIIMBAHMM Yy MaTepel, MOJYyYaroIIMX TEpanuil Ipernaparom
[{utapabun-Pyc. B cBs3u ¢ 3TUM, HA OCHOBaHWH BaKHOCTH JIEKAPCTBEHHOW Teparuu
JUIT MaTepH, HEOOXOIWMO MPUHATH pElIeHHEe JTUOO0 O MPEKpalleHWd TPYIHOTO
BCKapMJIMBaHHUs BO BpeMs Tepanuu mnpernapatoMm LlurapaOun-Pyc u mo kpaitHei

Mepe B TEUCHHE OJTHOW HeJlelM Moce MocieIHel 10361, INO0 00 OTMEHE JeUeHHUs.

Cnocod npumMmeHeHMsI ¥ 103bI

Cxema W MeTOJI MPUMEHEHHUSI BapbUPYIOT MPH HCIIOJIB30BAHUH Pa3HBIX PEIKUMOB
XHUMHOTEpanuu. B cBs3W ¢ TeM, 9TO 1036l M pekuM BBeneHus L[utapadun-Pyc
3aBHCAT OT THIA HCIHOJB3YEMBIX CXEM IOJIMXUMHOTEPAIMH B  KaXJIOM
WH/IMBHUIyaIBHOM ClTydae CJIeyeT 00palaThes K CIeIUaIbHOMN INTepaType.
[{uTapaOuH MOXHO BBOAWTH BHYTPUBEHHO CTPYWHO WIIM KallelIbHO, MOIKOKHO
(0OBIYHO TIPHMEHSICTCS TOJIBKO TPH IPOBEICHUW TEpaIluy, HAIPaBICHHON Ha
TOJITICpYKaHUE PEMUCCHH ), @ TAK)KE HHTPATEKAITBHO.

Cpennsist cyrounas 103a — 100 — 200 mr/m?. BonbHBIE TIOKMIIOTO BO3PAcTa UIH C

TIOHIYKEHHBIMH PE3€PBaMK KpoBeTBOpeHus — 50 — 70 Mr/m2,

WHAayKiMst pEeMHUCCUU TOpPHU  OCTPbIX JIEHKO3aX: B KOMOWHAUU C JAPYyTUMHU
IIPOTHBOOIYXOJIEBBIMU TpenaparaMu — 1o 100 Mr/M%CyTKu B BHIE HEIPEPHIBHOM
BHYTPUBEHHON nH(y3un, B TeueHue 7 auer wian 100 mr/m? B/B kaxabie 12 yacos 7
nuer moapsan. Bcero mpoBomar 4 — 7 nedeOHbIX KypcoB. MHTEpBaibl MexIy
KypcaMH — He MeHee 14 nHen.

BrIcOKOJ103HAs Tepalusi: TCpalnsgd BBICOKMMH JO03aMHU IIpU JICUCHHUU JICHKO30B C

IJIOXUM MPOTHO30M, a TakKe peppaKkTepHBIX JEHKO30B U PEIUIUBOB, TPOBOJIUTCS
C WCIOJIb30BaHMEM IMTapabuHa B J03¢ 2 — 3 /M2 MOBEPXHOCTU Te€JIa B BHU/IE
BHYTPUBEHHOW WH(Y3UU NPOJOIKUTEIBHOCTEIO 1 — 3 daca, ¢ 12-4yacoBbiM
WHTEpPBAJIOM, B T€UCHHE 2 — 6 JHEW B BUJE MOHOTEpANHUM WM B KOMOMHALIUM C

JPYTUMH POTUBOOIYXOJIEBBIMU IPENIapaTaMH.




o OCNEOOBATE HOCTR 0002
HMurparexkainHass Teparus: opu OCTPOM JIGI/IK(I)QG' I[EL’Jél—‘L TuUTapaOnHa~ COCTABIIACT

5 — 75 mr/m2 YacToTa BBEIEHUS MOYKET KOIEOAThCA OT OJHOTO pas3a B JCHb B
TeueHue 4 nHel 10 ogHOro pasza B 4 nus. Hanbomnee yacTo nuurapabuH Ha3HAYAOT
110 30 Mr/M? MOBEpXHOCTH Tela Kaxk/Ible 4 JHA 10 HOpMAaIU3alluK HoKasaTeleii, 3a
YeM CcIeAyeT eme OAHO JOMOJMHUTeNbHOe BBeaeHue. OnHAKo, TO3UpOBKa U
WHTEPBAJIBl MY BBEJACHUSIMU 103 3aBUCAT OT KJIMHUYECKOHN CUTYaIUH.

[Tpr moYedHO M TEYCHOYHON HEAOCTATOYHOCTH HET HEOOXOTUMOCTH CHUXKATh
703y TIperapara, eCiu IPUMEHSIOTCS OOBIYHBIE 10351, Eciu se mpoBoIuTCS Tepanus
BBICOKMMHU JI03aMH, TO MPHU BBIOOpE J03bI CIEIYyET MPUHUMATh BO BHHMAaHHUE
MOBBIIICHHBIN pUCK oclokHEeHHM co ctoponsl [THC.

Ilpucomoenenue pacmeopa 0ns uughysuii: llurapabuH B HEOOXOAMMOU J103€
pasbasisoT B 0,9 % pacTBope HATpHs XJIOpUaa WK B 5 % pacTBOpe EKCTPO3HI.
KoHnieHTparus mutapadrHa B IPUTOTOBJICHHOM PAacTBOPE HE JIOJDKHA MPEBBINIATH
100 mr/mi.

[Ipu unTpaTekanbHOM BBeAeHUH npemnapata [{utapabun-Pyc MoxkHO HCIIONB30BaTh
0,9 % pacTtBOp HATpHs XJIOpHUIA.

Memu

I[O?;I/IpOBaHI/Ie OCYIICCTBIIACTCA TAKIKC KaK I B3POCIIbIX.

IToOo4uHoe neiicTrBue

[TobouHbIe peakiuy, BbI3BaHHBIE LIUTAPAOMHOM, 3aBHCST OT JO3UPOBKH, cCriocoda
BBEJICHUS U JUTUTEIIBHOCTH TEPAMHH.

Co cmoponvl cucmemsvl KpoeemeopeHusa: TOCKOJIbKY LHUTapaOUH SIBISETCS
CPEIICTBOM, YTHETAIOIIUM KOCTHBIA MO3T, B KaU€CTBE MOCJEACTBUI €ro BBEICHUS
MOKHO OXHJIaTh pPa3BUTHE AaHEMHUHU, JIEHKONEHUH, TPOMOOLUTONEHUH U
Merano0yacTo3a, a TakKKe CHIKEHHE KOJUYEeCTBAa PETUKYJIONUTOB. CHUXKEHUE
YKCIIa JEMKOIMTOB HOCUT IBYX(ha3HbI XapaKTep, IPHU 3TOM IEPBOE MAaKCUMAJILHOE
CHW)KEHHME JOCTUraercs K 7 — 9 nHro. 3aTeM ciieyeT KpaTKOBPEMEHHBIN MOJIBEM C
MakcuMyMmoM Ha 12 nenb. [Ipu BTopom u 60s1ee riry0oKoM CHUKEHUU MUHUMAJIbHOE

KOJIMYECTBO JIEMKOUUTOB oTMeuaercs B 15 — 24 nuu. B nmocnenytomue 10 nuei



v OCNEOSEATE HOCT L 0002
KOJINYECTBO JICUKOLIMTOB 6BICTp0 BOSp&(IZJ;BICT l-l _':IGT—TT/I)KEHIEC ~ KOJIUYETTBA

TPOMOOIIMTOB CTAHOBUTCS 3AMETHBIM K 5 JHIO, MUHUMYM HacTynaeT Mexay 12 — 15
nuamu. B nmocnenyromue 10 nHeit oTMeuaeTcs ObICTpOE YBEIMUYEHUE KOIMYECTBA
TPOMOOIIUTOB IO UCXOJHOTO YpOBHs. CTENEeHb TSKECTH ITUX PEAKIUN 3aBUCUT OT
JI03bI M CXEMBI BBEJICHHS.

Co cmopouwt xncenyoouno-kuweuno2o mpaxkma (KKT): TomHOTa M pPBOTa
HamOoJiee YacTO BO3HUKAIOT B TEUEHHE HECKOJIbKMX YacoB BCIE] 3a OBICTPOid
BHYTPUBEHHON HMHBEKIMEH. DTH PEaKkIMu MOTYT ObITh MEHEE BBIPAXKEHBI, €CIIH
npenapar BBOAUTh B BHe UHPy3uu. [Ipy IpUMEHEHHH BBICOKUX 103 (2 — 3 1/M?)
n3bs3BieHUsT JKKT MOryT HOCHTBH TSKEbIM XapakTep, BO3MOYKHO pPa3BUTHUE
HEKPOTHYECKOTO KOJUTA, HEKPO30B TOHKOM KHIIKHM, KHUCTO3HOTO ITHEBMATO3a
KUIICYHUKA, IPUBOASALIETO K IIEPUTOHUTY.

Co cmoponvl neuenu u noo0IHceayOOUHOU Hcene3vl: TIPY BBICOKOJO3HOM TepaUu-
HapylIeHue (yHKIUY MEYEHU C TUIEPONIMPYOMHEMUEH, CETICUC U a0CIIECC MTEYEHHU.
CooOmanoch Takke 00 OTHEIBHBIX Ciy4asX MaHKpeaTUTa MpU MPOBEIACHUU
TE€panuu BBICOKMMU J03aMH [IUTapaOruHa B KOMOWHALUU C JPYTUMU IpernapaTaMu.
Co cmoponwvl nepenoui cucmemwl: Hapymenuss co ctoponsl [{THC B ocHOBHOM
OTMEYAIOTCSI TNpPH TPOBEICHUM TEPANUU BBICOKMMH J03aMH, IIPU OTOM
MPEUMYILIECTBEHHO BBISBISIOTCS PACCTPONCTBA (YHKLUUNA TOJOBHOTO MO3ra, B TOM
YHCJIe MO3XKEUKa (HUCTArM, TU3apTPHsl, AaTAKCHs, CITyTAHHOCTh CO3HAHUS ), BKITIOYast
W3MEHEHUS IMYHOCTH, COHIIMBOCTh, KoMy. Hapymenus co croponst LIHC o0branO
HOCSIT OOpaTUMBIN XapaKTep.

Taxke cooOmanoce 0 choydasx Tnepudepuueckoil MOTOPHOM U CEHCOpPHOM
HEWpONAaTUM MW MO3JHEr0 IPOTPECCHPYIOLIET0 BOCXOJAILIEro IMapainuya. B
OTACJBHBIX CIIy4dasX IOCJI€ MHTPATEKAIBHOTO BBEICHUS IpErnapara OTMEYAIUCh
TOIIIHOTA, PBOTA, TOJIOBOKPYKEHUE U JIUXOPaaKa. DTH Kal00bl MOTYT TaKXe ObITh
00yCJIOBJIEHBI JIIOMOATBHON MyHKIMEH. MOXeT Takxke NpOsBIATHCS KyMYJISITUBHAS
HEHPOTOKCHUYHOCTh, 0COOCHHO MPHU KOPOTKUX MHTEpPBajaxX MEX]y BBEICHUSIMU J103.
Bbuin onucaHbl OTAENbHBIE CIy4yau HEKPOTU3UPYIOIIEH JeiikodHIedanonaruu, a

TAKIKC IIapallJICTu U CJICIIOTHI IIOCJIC HHTPATCKAJIIbHOT'O BBCACHU A I_II/ITapa6I/IHa.
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4

0OpaTUMBbIC SI3BEHHBIA KEPATUT U TEMOPPAarnieCKiii KOHbIOHKTHUBHT.

Co cmoponbl cepoeuno-cocyoucmoii u OblXameabHol cucmem: KapJuOMUOTIATHs
WHOT/Ia MOXKET OBITH (DaTaabHOW PHU MPUMEHEHUH [TUTapaOruHa B BBICOKUX J103aX B
KOMOHWHAITNHU ¢ TTUKI0PoChaMuIOM.

Hnppexyuonnvle ocnorxicHenusa: ¢ IpUMEHEHUEM IUTapaOWHA B BUJIE MOHOTEPAITHH
WM B KOMOWHAIIMM C JPYTUMH HMMYHOCYNPECCHUBHBIMU TIperaparamu (IpH
BBCJICHUHM B J103aX, BIUSIONIMX Ha KJICTOYHBIA WM TyMOPaIbHBI WMMYHHUTET)
MOTYT OBITh CBSI3aHBI BUPYCHBIE, OaKTepuaibHble, TPUOKOBBIE, MTapa3UTaAPHbIC WIIH
canpoduTHbIC UHPEKIIUU B TFOOOM yUacTKe Telia (BKIIoYas Cerncuc). ITi HHGEKINH
MOTYT OBITh JIETKON MM CPETHEH CTETICHH TSKECTH, HO MOTYT OBITh TSKEJIBIMU H
uHOT/a (haTaJIbHBIMH.

Humapaobunoewvtit cunopom: UMeET CIEIYIONINE MPOSIBICHUS: TUXOpaJiKa, 001 B
MBIIIIIAX, OOJU B KOCTAX, MHOTAA O0JIM B 0OJACTH TPYAHOW KIIETKH, ISTHUCTO-
namyJyie3Hasi Chbillb, KOHBIOHKTHBUT, HEJIOMOTaHHE. OTH CHUMIITOMBI OOBIYHO
MOSABJISIIOTCA 4yepe3 6 — 12 yacoB 1ocie BBEAECHUsS Ipenapara. Y CTAaHOBIIEHO, YTO
TJIFOKOKOPTUKOCTEPOUAbl A(M(PEKTUBHBI 1A JICUCHHUS WIH TNPEAYNPEKICHUSI
Pa3BUTHS ATOTO CHHIPOMA.

Ecnmu cumMnToMBl IUTapaOMHOBOTO CHHAPOMA PACIIECHUBAIOTCS KaK ITOTAFOIIHECS
JICYCHHIO, CJEAYeT pacCMOTPETh BOMPOC O HEOOXOAMMOCTH  BBEICHUS
TITFOKOKOPTHUKOCTEPOHUIOB, a TAK)KE MPOIOJDKCHHSI TepaITiy IUTapaObHHOM.
3aperucTpupoOBaHHbIE HEXKENaTeIbHbIE PEaKIMH TEPEUUCICHbl HIDKE TI0
KaTeropusM KJIaCCOB CHCTEeM opraHoB corjiacHo cioBapio MedDRA u mo yacrote
nposBicHUS. YaCcTOThI ONPEAEAIOTCS CACAYIONMM 00pa3om: oueHb yacTo (> 10 %),
yacto (>1 %, <10 %), neuacto (> 0,1 %, <1 %), peako (>0,01 %, <0,1 %) 1 yacToTa
HEW3BeCTHA (HEBO3MOXKHO PAaCCUMTATh HA OCHOBAaHUW UMEIOIINXCS JaHHBIX ).

Taﬁﬂuua HecelamelbHblX _PeaKkuuil (cmaudapmuaﬂ mepanuia_u_mepanusi

8bICOKUMU 003aMU_npenapama)

Hugpexyuu u unsazuu

QOuenb yacmo Cencuc, mHeBMOHMS, HHDEKITHS®




COOTBETCTEYET 2KCNEPTHOMY

"OTUETY
ot 20.08.2024 N= 17340 0

Yacmoma neuzsecmua

BocraneHue MoIKOKAON KIETUATKH B MECTE HHACKIIMH

Hapywenus co cmoponsl Kpoeu u aumpamuueckoil cucmemul

Ouenv uacmo

HenocraroyHocth  (QyHKIIMM ~ KOCTHOTO  MO3ra,
TPOMOOITUTOTICHUS,  aHEMUsS, Merajo0acTuIecKas
aHEeMUs, JICUKONEHHS M  CHIDKEHHE KOJIMYeCTBa
PETUKYJIOLIUTOB

Hapywienus co cmoponsl uMMYHHOI CUCHEMbl

Yacmoma neuszsecmna

AHaduIakTH4YecKas peakius, aJuIepruieckuii OTeK

Hapywenus memaodonusma

u paccmpoiicmea NUMaHus

HYacmoma neuzsecmua

[loHM>KEeHHBIN anmneTuT (BIUIOTh 10 MOTEPH almeTHTa)

Hapywenus co cmoponsl HepeHOIl cucmemol

HYacmoma neuzsecmua

HelpoTOKCHYHOCTh, HEBPUT, TOJOBOKPYXKEHUE W

roJI0OBHasg 00JIb

Hapywenus co cmoponwsl opzana 3penus

HYacmoma neuzsecmua

KOHBIOHKTHBUT®

Hapywenusa co cmoponul cepoua

Yacmoma neuzsecmHa

[lepukapauT, cuHycoBasi Opaaukapaus

Hapywenusa co cmoponwl cocyoos

HYacmoma neuzsecmHua

TpomOodaedur

cpedocmeHus

Hapywenusa co cmoponsl 0blxamenbHoll cCUCHeEMbl, OP2AHO8 ZPYOHOIl KI1emKU U

HYacmoma neuzsecmHua

Onpimika, 007 B POTOTJIOTKE, AaIlHO?d, ITHEBMOHMS,

1 Py3HBI HHTEPCTUIUATBHBIA THEBMOHUT

Kenyoouno-kuuieunvie napyuienus

QOuenb yuacmo

CtoMaTuT, si3Ba POTOBOM TMOJIOCTH, aHaJbHAas $3Ba,
BOCITAJICHHE B 00JIACTH aHAJIbHOTO OTBEPCTHS, JHapes,

pBOTa, TOIIHOTA U 00JIb B JKUBOTE

HYacmoma neuzsecmua

[TaHKpeaTuT, sA3Ba MUIIEBOIA, 330(aruT

Hapymenuﬂ CO CMOpoOHbL neuenu u cheﬂlleebIGOO}lmux nymeﬁ




ot 20.08.2024 Ne 17340 1

Ouenv yacmo OTKIIOHEHHUE OT de)KTLTﬁ%ﬁ&?%’T‘éﬁétFﬁ}thféﬁﬁh teuernu

Yacmoma neuzsecmna Kenryxa

Hapymeuuﬂ CO CMMOPOHRBL KOJHCU U HOOKOJXCHbBIX MKAHEI

Ouenv yacmo Ajonenus, ChIb
Yacmo Koxxuag sa3Ba
Yacmoma neuszsecmna CuHapoM J1aJOHHO-TIOJOIIBEHHON ASPUTPOAN3ECTE3UH,

KpalluBHHUIIA, 3y U JICHTHUI'O (HI/IrMeHTHI)IC HHTHa)

Hapywenus co cmoponst cKkeiemHoi MycKyaamypul, KOCmeil U co0eOUHUme1bHOou

MKAaHu

Quens uacmo [{nTapaOMHOBBIN CUHAPOM

Hapywenus co cmoponsl nouex u Mouesvle00aujux nymeil

Yacmoma neuzgecmmua Hapymenue @QyHKIMM T1OYEK, 3ajJepKKa MOYH,

TUIEpYypPUKEMUs, ypaTHast HepponaTus

06mue Hapyutenus u peakuyuu 6 mecme 66€0CHUA npenapama

Ouenv yacmo JInxopanka

Yacmoma neuzgecmmua bosb B rpyIHOM KJIETKE, pEaKUsl B MECTE UHBEKIIUN®

ﬂaﬁopamopubte U UncmpymenmaibHble OaHHble

Quens uacmo OTKIIOHEHUE OT HOPMBI pe3yJbTaTa OUONICUU KOCTHOTO
MO3ra, He COOTBETCTBYIOIINI HOpME pe3yJIbTaT aHan3a

Ma3Ka KpOBU

a — MOJKET OBITh JIETKOM, HO MOXKET OBITh U TSDKEJIOW U B HEKOTOPBIX CIy4asix JIeTalbHON

0 — MOXET BO3HUKATh C ChINbIO, IPU NMPUMEHEHHM IIpernapara B BBICOKMX J03aX MOXET ObITh
reMOopparn4ecKkum

B — 00JIb U BOCIIAJIEHUE B MECTE MOJIKO)KHOM MHBEKIINU

Crnenyromiast Tabyvila BKIIIOYAET HEKETATEIbHBIC PEAKIUH, 3apETrUCTPUPOBAHHBIC
MIpU TE€panuy BHICOKMMU JJ03aMHU Mperapara.

Taﬁﬂuua HedicelamebHblX PeaKkuuil (mepamm 8bICOKUMU 003aAMU npenapama)

Hugpexyuu u unsazuu

HYacmoma Heuzsecmua A6CH€CC II€YCHU

Ilcuxuueckue napywienus




COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.08.2024 N2 17340 2

Yacmoma neuzsecmua

MOCEOOBATENEHOCTE 0002
3MeHeHMS TuaaoCTI®  —— - - EHEAULT ]

Hapywenus co cmoponsl HepeHOIl cucmembl

Ouenv uacmo

Hopa;erHe I'OJIOBHOI'O MO3rad, IIOPAXCHHUC MO3KCUKA,

COHJIMBOCTBH

HYacmoma neuzsecmua

Koma, cynoporu, mnepudepudeckas ABUTaTEIbHAS
Helpomatus U nepudepudeckas CEHCOpHasl

HEUPOIIATUS

Hapywenusa co cmoponst op

CAHA 3PDEHUA

Ouenv uacmo

HOpa)KCHI/IC POTOBHUIIBI

Hapywenusa co cmoponwl cepoua

Yacmoma neuzsecmua

Kapauomuonarus®, cuaycoBas OpaguKapaus

cpeoocmeHus

Hapywenusa co cmoponsl 0blxamenbHoll cucmembl, 0p2anoe ZPYOHOIl KI1emKu u

Ouenv uacmo

OcCTpblii  PECIIUPATOPHBIA JUCTPECC-CUHAPOM, OTEK

JICTKHUX

Kenyoouno-kuuieunvie napyuienus

Yacmo

Hexpotusnpyromuii KOJIAT

Yacmoma neuzsecmHa

JKenmyiO4HO-KMIIEUHBI  HEKPO3, $53Ba KEIYIOYHO-
KUIIIEYHOIO TPAKTa, IIHEBMATO3 KHUIICYHUKA W

TIEPUTOHUT

Hapymemm CO CMMOpOHBL neuenu u cheﬂlle6bl800}lu(ux nymeﬁ

Yacmoma neuzeecmHa

[lopaskeHue neyeHu, runeponIupyonHeMus

Hapymemm CO CIMMOpPOHbBL KOJMHCHbBIX U NOOKOIICHBIX MKAHell

Yacmo

[[lenymienue Koxu

a — U3MEHEHUE JIMYHOCTHU OBIIIO 3apCTUCTPUPOBAHO B COUCTAHHHU C )IHC(l)YHKHHeﬁ T'OJIOBHOT'O MO3ra

N MO3XXCYKa

0 — ¢ OCJIeTYIONTUM JIETATBHBIM HCXO0JI0M

ﬂpyeue HeafcelameslibHble pedKyuu

v MauCHTOB, IIOJIYYaBIOIUX

SKCIICPUMCHTAJIBHYIO TCPAIIUIO CPCIAHUM O03aMHU

uutapabuna (1 r/M?) B coueraHMM C JAPYTMMH XHMHOTEPAIEBTHYECKUMU



npenapatamu (M-AMCA, nayHopyOuIIUH VP46
3apeructpupoBaH UG Y3HBIA WHTEPCTUIMATBHBIA ITHEBMOHUT 0€3 SBHOM
NPUYUHBI, BO3MOKHO, CBSI3aHHBIN C ITUTAPAOHHOM.

[Tocre sKCTIepUMEHTAITLHOM TepaIliii BBICOKUMH JJ03aMH ITUTapadrHa, IPOBOIUMOI
10 TIOBOJTY PELIUIUBUPYIOLIETO JICHK03a, 3apEeTUCTPUPOBAH BHE3AITHO Pa3BUBIIUICS
pecMpaTOpPHBIA JAUCTPECC-CUHIAPOM C OBICTPBIM IPOTPECCUPOBAHUEM JI0 OTEKa
JeTKUX W pEHTreHorpaduYecKu  TOATBEPKICHHOW  KapIuOMETaIHeH;
3apETUCTPUPOBAH JICTAJIbHBINA UCXO.

HHmpameKaJlbﬂoe NpUMeHerue

Haubonee wyacTto perucTpupyeMbIMU pEAKIMSIMHU, BO3HHUKAIOIIUMU TOCTE
WHTpATEeKaJIbHOTO BBEACHUS, OBUIM TOIIHOTA, PBOTA U JIMXOPAIKA; TAKUE PEAKIIUU
XapaKTEepU3YIOTCA JIETKOM CTEMEHbI0 TSHDKECTH U MPOXOASIT CaMOCTOSTEIBHO.
CooOmanoch 0 ciy4asx pa3BUTUS Napamierud. Takke OTMEYaauch Ciaydau
HEKPOTU3UPYIOLIEH JIeMKodHIeaionaThu ¢ cyloporaMu U 0€3 HUX; B HEKOTOPBIX
CJIy4asX MalMEHTHI TAKKE MOJTydaly TEPaNHIo B BUIE UHTPATEKAIBHOTO BBEICHUS
MeTOTpeKcaTa U/Win TUIPOKOPTU30HA, a TAKXKE OOTyUYEeHUS LIEHTPATIbHOU HEPBHOM
CUCTEMBI. 3aperucTpUpOBaHa M30JUPOBAHHAS HEUPOTOKCUYHOCTh. Y JIBYX
MAlMEHTOB, HAXOASAIIUXCS B COCTOSSHUM PEMUCCHH, JICYEHHUE KOTOPHIX BKIFOUATIO
KOMOMHUPOBAHHYIO CHUCTEMHYIO XHMHOTEpAINUIo, MpopuIaKTHIeCKoe 00ydeHne
[EHTPAJIbHOW HEPBHOM CHUCTEMBbl M WHTpATEKaJbHOE BBEJEHUE IMTapalOuHa,

Ppa3BHIIACh CJICTIOTA.

Ilepeno3upoBka

XpoHuueckas Mepeao3upOBKa MOXKET MPUBECTU K TSIKEIOM NEMPECCUU KOCTHOTO
MO3ra, KOTOpasi MOXET COIPOBOXKAATHCA MACCUBHBIM KPOBOTEUEHUEM, PA3BUTUEM
OMAaCHBIX JJIA JKU3HU WHQEKIUHA, a TakKe MPOSIBJICHUEM HEHPOTOKCHYECKOTO
nevictBus. IlpuMenenue nurtapabuHa B BUJE BHYTPUBEHHOW HH(Y3UH B 03¢
4,5 r/m* B Teuenume 1 waca kaxuwli 12 wacoB 12 KypcoB IPHBOAMIO K
3HAYUTEJIbHOMY YBEJIMYEHUKD HEUPOTOKCUYHOCTH U JIETAIIBHOMY HCXOIY.

[TockonbKy mnsa nurapabuHa HET 3(PQGEKTUBHBIX AHTUIOTOB, KAXKI0E BBEICHUE




oT U
QCOENOBATERNRHOCTE 00021
rnpemnapara CJIEAyeT OCYILISCTBIISATE OUYEHb I%CTO])U%G—I‘O.' i~ “nipoun3sonina

NepeI03UPOBKa, TO HEOOXOAMMO TPOBOJIUTH BCIIOMOTATEIbHBIC MEPOIPUSTUS
(remoTtpaHcdy3usi, aHTUOMOTHKOTEpamus). B ciydae TsKeloi mepeno3upoBKH,
NPOUCHICIICH BO BpeMs HHTPATCKATBHOTO BBEACHHS, CIEAYEeT IPONU3BECTH
MOBTOPHBIC JTIIOMOQIBHBIC MYHKIMKA I O0ecleYeHuss OBICTPOro JpeHaka
CIIMHHOMO3TOBOM KHJIKOCTH, BO3MOXKHO HEHPOXUPYPTHUECKOE BMEIIATEIECTBO C
BEHTPUKYJIOJIOMOATBHON niepy3uei.

[{utapabuH MOXET BBIBOAUTHCS mpu remoauanuie. OpHako wuHopmanus 006

3(1)(1)GKTI/IBHOCTI/I reMoaunalinia Ipu ICpcao3npoOBKE ]_II/ITapa6I/IHa OTCYTCTBYCT.

B3aumojeiicTBue ¢ IpyrumMu JieKapcTBEHHBIMHU CpeCTBAMH

He cnegyer cmemmuBaTh B OJHOM IINPHUIE WU KamelbHUIIE C JAPYTHUMH
npenaparamu: ¢GapMareBTUYECKH HECOBMECTHM C TEIMapuHOM, WHCYJIWHOM,
dbTopypauioM, OKCaUUTMHOM, OSH3UITICHUIIMIUTHHOM, METUIITPETHU30JIOHOM.
[{utapabuH COBMECTMM CO CJEAYIOIIMMHU BEHIECTBAMU B  OMNPEICICHHBIX
KOHIIEHTpaIusix: 5 % pacTBOp AEKCTPO3bl Bojie- B TeueHue 8 4; 0,8 mMr/mu pactBop
nutapabuna u 1,0 mr/miu pactBop nedanoruna; 0,4 Mr/min pacTBop nuTapabuHa u
0,2 mr/mn pactBop Hatpus (ocdara; 16 MKr/Mia pacTBOp uutapaduHa u 4 MKIr/MIi
pacTBOp BUHKpUCTHHA. [[uTapaOuH Tak’ke COBMECTUM C METOTPEKCATOM.
CoBmecTHOE pUMEHEHHUE C JIPYTUMU MPOTUBOOITYXOJICBBIMH
MHUEJIOCYIIPECCUBHBIMU ~ TIperapaTaMd WM JIy4eBOW Tepamued  yCHUIMBaeT
IIUTOTOKCHUYECKYTO, a TAK)KE HMMMYHOJICTTPECCUBHYIO aKTUBHOCTH ATUX MPEMapaToB.
[Tpu nmpumenennn OeTa-alleTUIANTOKCUHA M XUMUOTEPAIIEBTHUECKUX TPETapaTos,
coJiep kaiux muKinodochamum, BUHKPUCTHH U MTPEIHU30JIOH, OJHOBPEMEHHO C WJIH
0e3 muTapabuHa WIM TpoKapOa3uHa, OBLJIO OTMEUEHO O0paTHUMOE CHIDKCHHE
PAaBHOBECHOW IIJITa3MEHHOW KOHIICHTpPAIlMM JUTOKCHMHA (3a CYET CHWKEHUS
BCACBIBaHMUS - HapyIIEHWE BCAChIBAaHUS H3-3a TOKCHYECKOTO BO3JCHCTBHS Ha
CIIM3UCTYIO0 O0OJIOUKY KHUIIIEUYHHUKA), & TAKKE YMEHBIIICHWE TTOUYCYHOU IKCKPEIHH
rIIMKO3uAa. B CBA3WM ¢ 3THM, y TAIMEHTOB, MOJYYalOMIUX TaKyl TEeparwuio,

HGO6XOI[I/IM MOHHUTOPHHI' KOHOCHTpallMK  JHUIOKCHMHA B  IINIa3MC KpOBH.



COOTEBE TE T Eu'i-'

AHBTGpHaTHBOﬁ JJISL TAKUX OOJIBLHBIX MOYKET C‘{I/I"FL.TEC}I_I'PUWGEHEHJE/IC I[PIFHTUKCT/IHa

paBHOBECHAsI MJIa3MEHHAasi KOHIICHTPAIUS KOTOPOTO HE MEHSIETCA.

[TpoBeneHHbIe IN VItro mMccaemoBaHUS B3aUMOJCHCTBUSA MEXKITY TCHTaMUIIMHOM M
IUTapaOMHOM BBISIBUJIM CYIIECTBOBAHHME aHTAaroHW3Ma, BCJIEICTBHE KOTOPOTO
BO3MOYKHO CHUKEHHUE YYBCTBUTEILHOCTH IITAMMOB K. pneumoniae K TCHTAMUAIIAHY.
Y manweHToB, MPUHUMAIONIUX [UTApaOWH, B CiIydae OTCYTCTBHS OTBETa Ha
TeHTaMUIIMH TIPU Tepanud WHQEKIUH, BbI3BaHHBIX K. pneumonia, HEOOXOAMMO
MEPECMOTPETh AHTHOAKTEPUATHHYIO TEPAITHIO.

Bo3moxkHo cHuxkeHue 3(PGEKTUBHOCTH (PTOPIUTO3MHA MPU OJHOBPEMEHHOM
OPUMEHEHUU. ITO MOXET OBITh CBSI3aHO C BO3MOXHBIM KOHKYPEHTHBIM
MHTMOMPOBAHUEM €r0 0OpaTHOTO 3aXBarta.

OnHOBpEeMEHHOE TMPUMEHEHHE IMTapaOMHAa BHYTPUBEHHO M METOTpeKcaTa
WHTPATCKAJIbHO MOXET TOBBICHTH PHUCK Pa3BUTHSA TSHKEIBIX HEBPOJIOTHYCCKUX
MOOOYHBIX PEAKITi, TAKMX KaK TOJOBHAs 0O0JIb, Tapaind, KOMa W 3MHU3070B, IO
CUMIITOMATHKE HATOMUHAIOIIUX HAapYIIEHUE MO3TOBOTO KPOBOOOpAIEHUSI.
NMMyHomenpeccalThl  (a3aTHONPHUH, XJIOPAMOYITHJ, TIHOKOKOPTHKOCTEPOUIBI,
nukiohochaMu/l, IUKIOCTIOPUH, MEPKANITOIYPHH, TAKPOIUMYC) MOBBIIIAIOT PUCK
pa3BUTHS WHGEKITMOHHBIX OCJIOKHCHHM.

YOuThic BUPYCHBIE BaKIIWHEI - BCIICJACTBUE MOAABICHUS HOPMAIbHBIX MEXaHU3MOB
3aIUTHI IUTAPAOMHOM BO3MOXKHO CHUKEHUE 00pa30BaHUS aHTUTET.

JKvuBble BUpPYCHBIEC BaKIIMHBI — BCJICICTBHE TI0IaBJIICHUS] HOPMAJILHBIX MEXaHU3MOB
3alMTHl [UTApaOMHOM BO3MOXKHO TOTCHIIMUPOBAHHE PEIUIMKAIMU BUPYCA,
ycujeHrne MmoOOYHBIX A(PGEeKTOB, CHIIKEHHE OOpa3oBaHUS AHTUTEN, YTO MOXKET
MIPUBECTH K PA3BUTHIO CEPhE3HBIX WM XU3HEyrpoxkaronmx uHpekmui. Cnemyer

n30erathb BBCJCHH KMBBIX BAKIUH Y MMATUCHTOB, ITOJIYYarOIIUX HI/ITapa6I/IH.

Oco0ble ykazanus
[Tpu oOparmieHun c mpenapaToM U MpU €ro HCIOJIb30BAHUM CIEIyeT COO0IaTh
peKOMeHJaluu, pa3paboTaHHblE MO MOPSAKY O€30MacHOro oOpaleHus ¢

OUTOCTaTUKaMU.



NHIyKkImoHHAssT W KOHCOJIMAUPYIOIIas

[MutapabuH-Pyc npu oCcTphIX JIEHKO3axX JOJKHA MPOBOJUTHCS TOJIBKO B YCIOBUAX
CTalMOHApa, IMOJ] KOHTPOJIEM OMNbBITHBIX OHKOJIOTOB M TMpU O0ECHEYEHUH
TIIATEIbHOTO  HaOmoneHus.  HeoOXoaumo — peryisipHo  KOHTPOJIMPOBATH
KPOBETBOPHYIO CHCTEMY (€XKEIHEBHO NpU UHAYKIMOHHOW Tepanuu), (QyHKIIHIO
KOCTHOT'O MO3ra, IEYEHHU U MOYEK, & TAKKE KOHLEHTPALMIO MOYEBOU KHUCIOTHI B
CBIBOPOTKE.

[{utapabuH sBISE€TCS CPEICTBOM, CIIOCOOHBIM 3HAYUTENILHO YIHETAaTh KOCTHBIN
MO3T; TSKECTh PEaKIMM 3aBUCHT OT JO3bI IIPENapaTa v 4acTOThI BBEACHUS. Tepannto
CJIIEyET C OCTOPOXKHOCTHK) HAYMHAThH Y IMALIMEHTOB, Y KOTOPBIX YXKE OTMEYAETCS
yTHETeHHE (PYHKIMU KOCTHOTO MoO3ra. AHaJW3 TNokazareneld (yHKIHH KOCTHOIO
MO3ra ciaeAyeT IPOBOAUTH YaCTO MOCIIE TOr0, KaK B KPOBH IIEPECTAIIN ONIPEIEISTHCS
0JIaCTHBIE KJIETKHU.

[Ipn cHwxenun yucna TpomOouuToB Hike 50000 wnm nonuMop(HOSAEPHBIX
rpanysonuToB Hwke 1000/MM® crenyeT NpUOCTAHOBHTH WM MOAM(DHIMPOBATEH
Tepanuio. KonnuecTBo OPMEHHBIX 3J€MEHTOB B NMEepUPEPUIECKON KPOBH MOKET
IIPOJIOJIKATh CHUYKATBCS IIOCJIE OTMEHBI IperapaTa M JOCTUIaTh MUHUMAJIbHOTO
3HaueHusa yepe3 12 — 24 nusa. Ilpu HamMyum moKa3aHUd MOXXHO BO30OHOBHUTH
TEpanuio MpH MOSBJICHUH YETKUX MPU3HAKOB BOCCTAHOBJIEHHS] KPOBETBOPEHHUS 10
pe3yapTaTaM MCCIEIOBaHNsA KOCTHOrO Mo3ra. B pacropspkeHuM Bpada JOJIKHO
ObITh BCE HEOOXOAUMOE /ISl JICYEHUS] OCIOKHEHHM YTrHETEHUS KOCTHOTO MO3ra,
BO3MOXHO, (aTanbHbIX (MHGEKIus Ha (oHE pa3BUTHS TPAHYJIOLUUTONECHUU U
JpYyrue HapyLIEHUs 3alUTHBIX MEXaHU3MOB OPTaHU3Ma, a TAKKE KPOBOTEUEHHUE Ha
dhoHEe TPOMOOILIMTOTICHUN ).

Annepauueckue peaxyuu

OTtMmeyanuch ciiydan pa3BUTHS aHa(UIAKTUYECKHX peakuuid Ha (oHe Tepanuu
nuTapabuHoM. Takyke UMEIOTCS TaHHbIE O TOM, YTO aHaduiIakcus, BO3HUKAIOUIAS
Ha (¢oHE mTpuemMa nHUTapabWHA, MOXXET TMPHUBOAWTH K PA3BUTHUIO OCTPOTO
CEpPJIEYHOJIETOYHOTO 1I0Ka, TPEOYIOIIET0 peaHUMAIMOHHBIX MEepONIpUITHiL. J[aHHbIE

pC€aK BOSHUKAJIN Cpa3y IOCJIC BHYTPUBCHHOI'O BBCACHUA I_II/ITapa6I/IHa.



lIpumenenue yumapabuna 8 blCOKUX 003ax

TokcuyHOCTh (OTIMYHAs OT HaOJIOJAIOMIEHCs TpU CTaHAAPTHOM Teparun)
nutapabuna B otHoweHun LIHC, XKKT u pecnupatopHOil CUCTEMBI MOKET OBITh
TSIKEJION M B HEKOTOPBIX CIIy4dasX MOKET MPUBOJAUTH K JIETAIBHOMY HCXOHY.
Peakruu, xapakTepHble IS TaKOW TOKCUYHOCTH OBUIM OTMEYCHBI TPHU MpPHUEME
BBICOKHX 7103 (2 — 3 1/M?) umTapabuna. DTH peakLuy BKIIOYAIOT B ce6s 00paTuMoe
TOKCHUYECKOE MOPaKEHUE POTOBUIIbI, TEMOPPArH4e€CKUii KOHbIOHKTUBUT, KOTOPHIN
MOXET OBITh TPEAOTBpPAIICH WIM YMEHBIIEH MNPUMEHEHUEM TJIa3HbIX Karelb,
CoAEpXKALMX ITIOKOKOPTUKOCTEPOUIBI, & TAKKE APYTUE PEAKLUU, IEPEUNCIICHHBIE
B paznene «[lobounoe nericTBre.

[Ipu npoBeAeHNN TEpanuy BBICOKMMU J03aMU CIEAYET OCYIIECTBISATH MOCTOSHHBIN
koHTpodib pyukuu [{HC u nerkux.

[Ipu BBegeHMHM ULUTapaOWHA W BHYTPUBEHHO U UWHTPATEKAIbHO B TEUYCHUE
HECKOJIBKHX JTHEM, BO3PACTAET PUCK TOKCHYECKOTO MOPAKEHUS CIMHHOIO MO3ra.
TeM He MeHee NpU HAJIWYAM Yy MAUUEHTA TSHKEIOTO YKU3ZHEYTPOXKAOIIETO
3a00J1IeBaHus, pelIEeHuE 0 HEOOXOIMMOCTH OJJHOBPEMEHHOTO BBEACHUS IUTapaOruHa
Y BHYTPUBEHHO Y UHTPATEKAJTIBHO OCTAETCA HA YCMOTPEHHUE JIHallero Bpaya.

[Ipu mpoBeneHUM BBICOKOAO3HOW Tepanmuy U HApyUIEHWU (PYHKUIUM MEYCHU WU
ITOYEK MOKET BO3PACTATh BEPOATHOCTH TOKCUYHOCTHU cO cTopoHbl LIHC. ITanmentam
C HapyIIeHHOW (YHKIMEH IMEUeHU WM TOYEeK Mpernapar CleayeT MPUMEHSTH C
OCTOPOKHOCTBIO W, BO3MOXHO, B CHWYKEHHOU J103€.

Ha ¢one nmpumeHeHUsT OJJHOBPEMEHHO BBICOKHMX JI03 IuTapabuHa, 1ayHOpyOHUIIMHA
W acraparuHasbl y MalMEeHTOB C OCTPHIM HETMM(GOOIaCTHBIM JIEHKO30M OTMEUYAJINCh
cilydyad pa3BUTHUS Tiepudepuueckoil MOTOpPHOW M CEHCOPHOM HeHpomaTHH.
[TaneHThI, TOMydYaroONIMe BBICOKWE 103kl Tpemapara llutapabun-Pyc, momxHBI
HaOJIOAAThCS MO MOBOAY BO3MOXXHOCTU Pa3BUTHUSL HEMpPONATHH, MOCKOJBKY IS
MpeOTBpaICHUs BO3HUKHOBEHUS HEOOPATHUMBIX HEBPOJOTMYECKUX HAPYIICHUN
MOKET MOTPeOOBAaThCS U3MEHEHHE JI03bl WM pPekuMa Tepanuu. [lpu mossieHun

CUMNOTOMOB TOoKcu4eckoro BiusHug Ha [[HC crnenyer mpousBecTy cnenualibHYIO
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CUMIITOMOB QJJIEPTUH.
HNMmeroTcst peakue cooOHIEHUST O BO3HMKHOBEHUHU TSDKENIBIX KOXKHBIX pPEaKLuu,
NPUBOASIIMUX K JIeCKBaMaluM. ToTanpHas ajnoreuus Yaiie pa3BuBaeTcs Ha (oHe
MPUMEHEHUS BHICOKHUX J103 IUTapaOrHa, 4YeM MPY NPUMEHEHUH CTaHIapTHON CXEMBbI
JICYCHHUS.

Cmanoapmuas mepanus

Hanpspkenue nepegHeii OproIIHON CTeHKU (IEPUTOHUT) B QUAIAC TTOJIOKHUTEITHLHBIN
KOJIUT C COITyTCTBYIOLIUMHU HEUTPOINEHUEH M TPOMOOLMTONEHUEN OTMEYalInCh y
NAIMEHTOB, MOJYYaAIOIIUX CTAHJIAPTHYIO TepaIuio NUTapaOMHOM B KOMOWHAIIUU C
JIpPYTUMU MpernapaTaMu. Y HAlUMEHTOB ObUI OTMEYEH OTBET HAa HEXUPYPrUyeCcKoe
MEJIMIIMHCKOE  BMEMIATENbCTBO. OTMe4anu  ciiydyau  pa3BUTHS  MO3JAHETO
IIPOTPECCUPYIOLIETO BOCXOIAIIETO Mapainya, IPUBOASILETO K JIETATbHOMY HCXOAY
y JeTeil ¢ OCTpPbIM MHEJOUJIHBIM JIEHKO30M TIOCJIE€ HWHTPATEKaJbHOTO U
BHYTPUBEHHOTO BBEJEHUS IUTapaOWHa B CTaHAAPTHHIX J03aX B COYETAHUHU C
JIpYTUMH IpernapaTamu.

Hesponoeuueckue napyuienus

HMeroTcst cooOIIeHUs O CilydasiX pa3BUTHSA TSHKEJIbIX HEBPOJIOTUYECKUX MOOOUYHBIX
peakuuii Ha (poHe BHYTPUBEHHOrO BBEIEHUs LUTapabuHa. /[aHHBIE OCIOXKHEHUS
HAOIOMAIUCh TIPEUMYIIIECTBEHHO Y MOJIOJBIX MAI[MEHTOB MPU OJIHOBPEMEHHOM
MHTpaTeKaJIbHOM BBEJEHUU METOTpEKcaTa.

Cundpom nusuca onyxoau

Kak u npyrue npotuBoomyxoiieBbie ipenapatsl [{utapadun-Pyc moxxet npuBoauTh
K Pa3BUTHIO TUIEPYPUKEMUU BCIEACTBUE OBICTPOTO pacnaa OIMyX0JIEBbIX KIIETOK.
PexomenmyeTcss mpoBOAWTH MPOQPWIAKTUKY THUIEPYPUKEMHUH Y TAIMEHTOB C
BBICOKMM COJIEpKAHUEM OJIACTHBIX KJIETOK WM C OOJBIIMMHU OIyXOJEBBIMU
MaccaMmu (HarpuMep, pU HEXOHKKUHCKUX JTuMpomax).

Bakuyunot

BBegenue kUBBIX WM OCIA0JEHHBIX BaKIMH MAaIl[MEHTAM C UMMYHOCYIIPECCUEN B

pe3ynbTaTe MpueMa XUMHOTEPANeBTUYECKUX MPENapaToB, BKIOYAs ITUTapaOuH,
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BakiuHanuys maiueHToB, KOTOPbIM MPOBOAUTCA Tepanus npenapatoM [{utapadun-
Pyc, nobkHa mNpOBOAUTHCS KpalHE OCTOPOKHO, IOCJE TINATEIbHOM OLIEHKU
reMaToJIOTUYECKOro CcTaryca W C COrjlacusi Bpaya, MPOBOISIIETO TEPAIUIo
ATApaOUHOM.

WMHTepBan Mexay OKOHYAaHMEM HUMMYHOCYIIPECCHBHOW TEpanmvuy W BAKLIWHALMEN
3aBUCUT OT BHJA HMMYHOCYIpPEcCaHTa, OCHOBHOTO 3a00JieBaHUS U APYIHX
(bakTOpOB U BapbHpPyeT OT 3 MecsIeB A0 1 roaa.

l'emoouanus

[{utapabuH BBIBOAMTCS W3 OpraHu3Ma IMpu remoauanuse. [loaromy marueHTam,
HaXOJISIIMMCS Ha Juain3e, He ciaeayeT BBoAUTh [{urapabun-Pyc HenmocpeacTBeHHO
JI0 ¥ BO BpEMs MIPOBEJICHUS THAIIHN3A.

Obpawenue ¢ npenapamom

Tak kak uTapaOuH o0JagaeT TEPATOr€HHBIMU U MyTareéHHbIMH CBOWMCTBaMHU, MpHU
pabote ¢ mpemnapatoMm I{urapabun-Pyc HE0O6X0oauMo coOII0aTh OCTOPOKHOCTD.
Pa3BoauTh mpenapaT clieqyeT B aceNTUYECKUX YCIOBUAX B CIHEHUAIBHO
OTBEJEHHOM MOMEIIEHUU. DTUM JOJKEH 3aHUMAThCS NOATOTOBIEHHBIN MEpCOHAI.
Heo6xo1uMo npuHUMAaTh BCE MEPHI ISl TPEAOTBPAIICHUS MTOMalaHusl IuTapadruHa
Ha KOXY U CIU3UCThIE 000JIOYKH, B YACTHOCTHU TMOJIb30BATHCS 3aIUTHONU OJCKI0N
(xamar, mamnoyvka, Macka, 04Ky U OJTHOPA30BBIC IEPUYATKH ).

[Ipn nmonagaHuu uMTapabMHA HAa KOXKY WM CIM3UCTbIE O0OJIOYKHM HEOOXOIMMO
TIIATEIBHO MTPOMBITH MBUIOM U BOJIOM MO0 (T1a3a) OOJIBITUM KOJTHMYECTBOM BOJIBI.
[Tocne OTKpbIBaHUS COACPKUMOE Kakaoro ¢iakoHa CIEAyeT HCIO0JIb30BaTh
HEMEIJICHHO, He TToMelasl Ha XpaHeHue. B kauecTBe pacTBopUTess AJ1sl IuTapadruHa
OOBIYHO UCTIOJIB3YIOT BOMY JiJist MHBEKIUi, 0,9 % pacTBop HaTpHs xjaopuaa wim 5%
pacTBOpP JAEKCTPO3HI.

1 MJI JekapCTBEHHOTO TMpernapara COACPXKUT OKoJio 229 mkr Hatpud. [lanHas
uH(dOopMaIus J0HKHA MPUHUMATHCS] BO BHUMAHHE MTAIIUCHTAMU, HAXOIAITUMUCS Ha

AUCTC C KOHTPOJIEM KOJIMYCCTBA HATPUA.



BunsiHMe Ha CHOCOOHOCTH YNPaBIATh

MeXaHU3MaMHu

JlanHple O BAMSHUM Tepanuu mpemnapatoM [lutapabun-Pyc Ha cmocoOHOCTH
YIPaBIATh TPAHCIOPTHBIM CPEACTBOM U pabOTaTh ¢ MEXaHU3MaMH OTCYTCTBYIOT,
OJIHAaKO, MOCKOJIBKY BO BpEMs MPOBEACHHS JAHHOW TE€panuud MOTYT BO3HHKHYTb
TOILIHOTA ¥ PBOTA, 3TO MOKET KOCBEHHO OTPA3UTHCS HA CIOCOOHOCTH K YIIPABJICHUIO
aBTOTPAHCIOPTOM U paboTe ¢ MexaHuzMamu. [lo3Tomy cieayeT BHUMATENBHO
OTHOCUTHCA K WHIUBUIYAJIbHOMY JIEWCTBHIO IpernapaTa B YKa3aHHbBIX BBIIIE

CUuTyalu:x.

dopMa BbIIIyCKA

PactBop s nabekiuid, 100 mMr/mi.

[To 1 mn mpenapaTa nomemniatoT Bo (hiaakoHbl OeciBeTHOro cTekia I tuma mo USP
BMECTUMOCTBIO 3 MJI, YKYIIOPEHHBIC CEpPbIMH NPOOKAMU PE3HMHOBBIMH W3
OpoMOYTHIIOBOM  pE3WHBI, 3aKaTaHHBIE KOJMAYKaMHU  aJIOMHHUEBBIMH |
TTacTUKOBBIMHU Kpbimikamu tuna flip-off, obecneunBaromymu KOHTPOIIE TIEPBOTO
BCKPBITHS.

[To 5 mu mpenapara momeniaroT Bo (iakoHbI OectiBeTHOTO cTekia | tuma mo USP
BMECTUMOCTBIO 5 MIJI, YKYIOPEHHBIC CEpPbIMH NPOOKAMU PE3HMHOBBIMH W3
OpoMOYTHIIOBOM  pE3WHBI, 3aKaTaHHBIC KOJIMAYKAMH  aTIOMUHUEBBIMH |
TacTUKOBBIMHM Kpbimikamu tuna flip-off, obecneunBaromyMu KOHTPOIIL TIEPBOTO
BCKPBITHS.

ITo 10 M mpemnapara nmomeniaroT Bo (akoHbl OeciBeTHOro cTekia | tuma mo USP
BMECTUMOCTBIO 10 MJI, YKYNOpPEHHBIC CEpbIMH NPOOKAMH PE3MHOBBIMH W3
OpoMOYTHIIOBOM  pE3WHBI, 3aKaTaHHBIC KOJIMAYKAMH  aJIOMHHUEBBIMH |
rtacTukoBbIMU Kpbiiiikamu tuna flip-off, o6ecneunBarommumu KOHTpOIIE TIEPBOTO
BCKPBITHS.

ITo 1 ¢hmakoHy BMECTE C HHCTPYKIMEH 110 MEIUIIMHCKOMY TPUMEHEHUTO TTOMEIIAIOT

B ITIAYKYy U3 KapTOHA.
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(NOCNEQCBATENEHOCTE 0002)

[Ipu Temneparype He Bbie 30 °C.

XpaHHUTb B HEAOCTYITHOM JUUISA IETEW MECTE.

Cpoxk roaHocTu
2 rona.

He IMPUMCHATDH 110 UCTCUCHHUHN CPOKA I'OJHOCTH.

YcioBus oTnycka

OTIiycKaroT 1o peuenty.

IIpousBoaureb

Pyc-Men Oxcenoprc Ipanisut Jlnmuren, Munus

FOpuouueckuit adpec: A-503/504, Pemu buskypt, IIpombiumennas 3ona [lax,

Od¢d Bupa [lecau Poyn, Aunxepu (Bect), Mym6aii 400053, Maxapamtpa, Uaaus.

Adpec npouzeoocmeennoii naowiaoku: 11mot Ne 2, ITpombiniennas 3o1a AJIEATL,

I'amxynapamapawm, lltar Tenanrana, Uaaus.

Baanesen perucTpauMoHHOro yaoctoBepenusi/Opranuszanus, IpUHUMAKOIIAS

NpeTeH3uNn 0T MoTpeduTe e

00O «Manac Men»

121471, Poccusi, MockBa, yi. PsounoBas, jom Ned3, crp. 1.




