COOTBETCTBYET 3KI OMY OTUETY

oT 25.03.2025 Nz 3396

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHIFOPO TIPEITAPATA 1002)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA

Hutapabun-JIDHC, 100 Mmr, tnodumuszar s IPUTOTOBICHHS PacTBOPA ISl MHBEKIUHA

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIIA COCTAB
JlelicTByro1ee BeIEeCTBO: [IUTapaOuH.
Kaxnpiit pnaxon cogepxur 100,0 Mr nutapabuna.

[TonHbIi TepedeHsb BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pasjaene 6.1.

3. JEKAPCTBEHHASA ®OPMA
JInodwunnzar a1t IPUTOTOBJICHUS pACTBOPA JJISI HHBEKIUI.

ITopucrast Macca 6eoro wiy o4ty OEoro mBeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusi K IPUMEHEHHUIO
[Ipenapat [{utapadbun-JIDHC moka3aH kK MPUMEHEHUIO Yy B3POCIBIX W JCTCH IO CIICTYIOIIAM
MOKA3aHUsIM:
— ocTpblii HeMM(OoOIacTHBIN W/uimu TMM(OOIACTHBIN JIeHK03 (A1 UHAYKLIUN PEMUCCHH, a
TaKXe B KaueCTBE MOJIEPKUBAIOLIEH Tepaim);
— npopuIaKTHKAa W JIEYEeHUE Helposeliko3a (MHTpaTeKaJbHOE BBEJECHHE KAaK B BUJE
MOHOTEpAIuH, TaK U B COYETAaHUH C APYTMMHU IPOTUBOOITYXOJIE€BBIMU MpenapaTaMHu);
— JIeYEHHE HEXOJKKUHCKUX JTUM(DOM;
— JiedeHue OJIACTHBIX KPU30B MPH XPOHUYECKOM MHEJIOJICHKO3e.

BrIcokom03Has IUTapaOUHOBAs TEpaIIns:

— pedpakTepHbIe K TEpATUN HEXOKKUHCKUE TUM(POMEI,

— pedpakTepHbIid K Tepanuu ocTpblil HenuM(poOIacTHRIN U/ninK TuMEpOOIaCTHBIN JTeHKO3, a
TaK)Xe BaPHAHTHI C HEOIArOMPHUATHBIM TIPOTHO30M;

— PpELMIUBBI OCTPHIX JEHKO30B;

— BTOpPHWYHBIE JICHKO3bI MOCIIE MPEANIECTBYIOMIEH XUMUOTEPAITUHN U/ UK JTy4eBOH Teparnuu;

— MaHHU(ECTHBIN JIeHKO3 Moclie TpaHchopMaluy MpeneiKko30B;

— ocTpbiii HenmMMQOOIACTHBIN JIEWKO3 Yy TMAalMeHTOB B Bo3pacTte Mojoxke 60 mjer (mis
KOHCOJIMIALNKY PEMHUCCHH);

— OJlacTHBIE KPH3bI IPHU XPOHUYICCKOM MHUenoJaeiKko3e.
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4.2. PesxuM 103MpPOBaHNs U CNIOCO0 MPUMEHEHUs

Cxema 1 MeTOoZi MPUMEHEHMSI BAPUPYIOT IPU UCIIOIB30BaHUM PA3HBIX PEKUMOB XUMUOTEPAIIHH.
B kaxaomM MHIUMBHIYyaJbHOM cCllydae Iepe]] Ha3HaYeHHEM IIperapara cieayeT oOpaTUThCs K
CIEIMAIbHOMN TUTepaType.

PexxuM 1o3upoBaHus

Cpenuss cyTounas 103a — 100200 mr/m?. TTariueHTsI MOKUIOTO BO3PACTA MIIH C HOHMKEHHBIMH
pesepBamMu KpoBeTBopeHus — 50—70 mr/m>.

HUnoyrxyus pemuccuu npu ocmpuix Jnetiko3ax: B KOMOMHAIIMU C IPYTHMH MPOTUBOOITYXOJIEBEIMU
npenaparami — 110 100 Mr/M?/CyTKu B BUJE HENPEPLIBHOM BHYTPUBEHHON MH(Y3UH, B TCUCHHE
7 nueit uam 100 mr/m?> BHyTpHMBEHHO Kaxable 12 uwacoB 7 mueii moapsn. Beero mposomsr 4-7
nedeOHbIX KypcoB. MIHTEpBaibl MeX Iy KypcaMu — He MeHee 14 gHeil.

Bvicokoooznas mepanus: Tepanusi BBHICOKMMH J03aMH TIPU JIEYCHUU JIEHKO30B C IJIOXHM
IPOTHO30M, a TaKXke pe(pakTepHBIX JIEHKO30B U PELUAMBOB, MPOBOIUTCS C HCIOIb30BAaHHEM

> HOBEpXHOCTH Teja B BHIE BHYTPHBEHHOH HMH(Y3UM

murapabuHa B goze 2-3 /M
MPOIOJDKUTENBHOCThIO 1-3 4aca, ¢ 12-4acoBbIM WHTEpBAJIOM, B TeueHUE 2—6 NHEH B BHUIE
MOHOTEpAIuU UM B KOMOMHAIIMK C APYTUMU TPOTHBOOITYXOJIEBBIMU MpenapaTaMu.

[MonkokHOE BBeAeHHe: 00619HO0 20100 MI/M? MOBEPXHOCTH Tea B 3aBUCHMOCTH OT MOKa3aHUs U
CXEMBI JICUCHUS.

Hnumpamexanvuas mepanus: TP OCTPOM JeiKko3e 032 LUTapabMHA cocTaBiseT 5—75 mr/m>.
YacToTa BBeIEHUS MOKET KOJIeOaThCsl OT OHOTO pa3a B JICHb B TeUeHUE 4 THEH 10 OHOTO pa3a B
4 nus. Hanbonee yacTo nurapaOuH HazHayaroT no 30 Mr/M> HOBEpXHOCTH Tella Kaxble 4 THS 10
HOpMaJIM3alMK MTOKa3aTeseH, 3a YeM CIIeIyeT €Il OJJHO AOMOJIHUTENbHOE BBeAeHue. OaHaKo, 1032
Y MHTEPBAJIBI MEXK/Ty BBEICHHUSIMHU J103 3aBUCST OT KIIMHUYECKOW CUTyaluu. J{Jisi MHTpaTeKaJIbHOTO

BBEJICHUS OOBIYHO B Ka4€CTBE pacTBOPHUTENS UCHONb3yIoT 0,9 % pacTBOp HaTpus XjI0pHa.

Oco0nIe I'pYHIIBI TAIMCHTOB

THayuenmoi ¢ HapyweHuem GYHKYUU NOYex U neyeHu
[Ipu moveyHo# 1 MEUYEHOUYHON HEIOCTATOYHOCTH HET HEOOXOJUMOCTH CHIDKATH JI03y Ipernapara,
€CJIM MPUMEHSIOTCS OOBIYHBIE J03bl. ECu ke MpOBOIUTCS Tepanusi BHICOKUMU J103aMU, TO MPU
BbIOOpE M03BI CJeyeT MPUHUMATh BO BHUMAHHE MOBBIIIEHHBI PUCK OCIOXHEHUN CO CTOPOHBI
HHC (cwm. pasznen 4.4).

eTu

Pexum no3upoBaHus y JeTei COBMAAAET C PEKUMOM JO3UPOBAHUS Y B3POCIIBIX.
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Cooco0 nnpuMeHeHus

[utapaOuH MOXXHO BBOOUTH BHYTPHUBEHHO CTPYWHO WIIM KarejdbHO, ITOIKOXHO (OOBIYHO
IPUMEHSETCS TOJIBKO IPU MPOBEACHUU TEPAIUK, HANIPABICHHON Ha MOJEp)KaHUE PEMUCCHUH), a
TaKe HHTPATEKAIBHO.
Mepul npedocmoposicnocmu, npumensemule nepeo npuMeHeHueM npenapama u npu pabome ¢ HUM
WHCTpYKIMIO 1O TMPHUTOTOBIICHUIO JIEKAPCTBEHHOTO IpenapaTta Iepe] NPUMEHEHHEM CM. B
pazznene 6.6.
WNndopmanus no pabore ¢ HUTOTOKCUYECKUMH ITpenapaTaMu MpHUBeieHa B paszzaene 6.6.
4.3. IIlpoTuBONOKA3aHUS

— T'unepuyBCTBUTENBHOCTH K LUTapaOUHY MM K JHOOOMY M3 BCIOMOTraTENbHBIX BEILECTB,

IIEPEUNCIICHHBIX B pa3zene 6.1.

— bepemenHocTh U eproA rpyAHOTO BCKapMiluBaHus (cM. paszzen 4.6).

4.4. OcoOble yka3aHMsA M MepPbl IPEeJOCTOPOKHOCTH NPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

[{utapaOuH cremayeT MPUMEHSITh C OCTOPOYKHOCTHIO Y TIAIIMEHTOB C TIEYCHOYHO! /MM TTOYSHTHOM
HEJIOCTaTOYHOCTHIO (B CBSI3H C IMOBBIIICHUEM PUCKA PA3BUTUS HEHPOTOKCUYHOCTH OCOOCHHO MPH
IIPOBEJACHUM BBICOKOJO3HOW TEpamuu); IpH JEKapCTBEHHO-UHIYLIMPOBAHHOM YIHETEHUU
KPOBCTBOPCHU, I/IH(i)I/IJ'II)TpaHI/II/I KOCTHOT'O MO3ra OITYyXOJICBBIMHA KJICTKaMHU, OCTPBIX
WH(DEKITMOHHBIX 3a00JICBAaHUSAX BHPYCHOW (B T.4. BETpSHAs OCIMa, OMOSCHIBAIOIIMKA JUIIAN),
IpUOKOBOM WMJIM OaKTepUANBbHOW TPUPOABI (PUCK BO3HUKHOBEHUS TSIKEIBIX OCIOKHCHUN H
TeHepanu3aliy Tpolecca), 3a00JeBaHUAX, MPU KOTOPHIX CYIIECTBYET IOBBIIICHHBIH pPUCK
pa3BUTHA TUIEPypUKEMUN (TI0AArpa WM ypaTHBIA HeQpoauTHas).

Oco0ble yKa3aHus

[Ipu oOpamieHny ¢ MpenapaToM M MPU €ro UCIOJIb30BAHUU CIICAYET COOMONATh PEKOMEH/IAINH,
paszpaboTaHHbBIE TIO TTOPSAIKY 0€30MacHOT0 00palIeHus C MUTOCTATHKaMHu (CM. pasaen 6.6).

WHaykiyoHHass ¥ KOHCONMAUpYIOUIasi Tepanus ¢ MCIOJIb30BaHWEM IMTapaOMHA MPHU OCTPBIX
JeiiKo3aX JIOJDKHA TPOBOAUTHCS TOJIBKO B YCIOBHSIX CTallMOHAPA, MO KOHTPOJEM OIBITHBIX
OHKOJIOTOB M TpH OOCCIEYCHUH TIIATeIbHOTO HaOmoaeHus. HeoOxoauMo peryisipHO
KOHTPOJUPOBATh KapTUHY KPOBETBOPHOW CHCTEMBI (€KEAHEBHO MPU WHAYKIIMOHHOW TEparui),
q)YHKIII/IIO KOCTHOI'0 MO3ra, n€4cHu U Mo4YCK, a TaKKC YpPOBCHb MOYEBOU KHUCJIOTEHI B CBIBOPOTKE.
[{urapaOuH sSBISETCS CPEICTBOM, CIIOCOOHBIM 3HAYUTEIHHO YTHETaTh KOCTHBIH MO3T; TSKECTb
pEeaKIuii 3aBUCUT OT JI03bI Mperapara U 4aCTOThI BBEJCHHS. Tepamuio cleIyeT ¢ OCTOPOKHOCTHIO
HAYMHATh Y MAI[MEHTOB, Y KOTOPBIX YK€ OTMeUaeTcs yrHeTeHHne (DyHKIIMK KOCTHOTO MO3Ta. AHaIu3
nokaszaresieli (DyHKIIUM KOCTHOTO MO3Ta CIIeAyeT MPOBOJUTH YacTO IOCIE TOTO, KaKk B KPOBHU

nepecrain onpeaciIATbCA OJIaCTHBIE KIIETKH.
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awke 1000/MM°, crleyeT TPUOCTAHOBUTH MM MOAUMHUIMPOBATH Tepamuio. KommdyecTso
(OPMEHHBIX AIEMEHTOB B NepU(epruecKkoil KpPOBH MOXKET MPOAOJDKATh MajaTh MOCIE OTMEHbI
npenapara U JOCTUIaTh MHUHHUMAJIBbHOTO ypoBHs uepe3 12-24 nuda. Ilpu Hanuuuu noxa3aHui
MOXXHO BO300HOBHUTH TEpalHMIO NpPU MOABICHUM YETKHX MPHU3HAKOB BOCCTAHOBICHHS
KPOBETBOPEHMSI 110 pe3yJIbTaTaM HUCCIIEJOBAHUS KOCTHOTO MO3Ta.

B pacnopspkenun Bpada JOJKHO ObITh BCe HEOOXOAMMOE JUIsl JIEUEHUs] OCIIOKHEHUHN yTHETeHHUs
KOCTHOTO MO3ra, BO3MOXHO, (patanbHbIX (MH(eEKIus Ha (OHE pa3BUTUS TPAaHYIOLUTONECHUU U
Jpyrue HapylIeHUs 3aIIUTHBIX MEXaHHU3MOB OpraHHM3Ma, a TakKXe KpOBOTEUeHHE Ha (oHe
TPOMOOLIUTOTIEHUN).

Annepeuueckue peaxyuu

OTMmevanuch ciaydyad pa3BUTUS aHA(UIAKTUYECKUX peakuuil Ha (OoHEe Tepanuu LUTApaOHMHOM.
Takxe UMEIOTCS JaHHBIE O TOM, YTO aHa(UIIAKCUs, BOSHUKAIONIAs Ha (JOHE prUeMa IUTapaduHa,
MOXET TMPUBOAUTH K Pa3BUTHUIO OCTPOrO  CEpPAECYHO-JIETOYHOIO  II0Ka, TPEeOyHOIIero
peaHMMAIMOHHBIX MEpPONpUATHHA. JlaHHBIE peakuMy BO3HUKAIM Cpa3zy IOCIE BHYTPUBEHHOIO
BBEJICHUS IIUTapaOuHa.

Ilpumenenue yumapabuna 8 8biCOKUX 003X

TokcuyHOCTh (OTMYHAST OT HAOMIOHAIOMIEHCS TPH CTAHAAPTHOM Tepamuu) LuUTapaduHa B
otHomenun ITHC, XXKT u pecnupaTopHOil cHCTEMbI MOXET OBITh TSKEJIOH U B HEKOTOPBIX
cilydasX MOXET IPUBOAMTH K JIETAJIBHOMY HCXOny. Peakiuu, XapakTepHble Al Takou
TOKCUYHOCTH OBUIM OTMEYEHBI NIPH TIPUEME BBICOKHX 103 (2-3 /M%) nurapabuna. DTH peakiuu
BKJIIOUAIOT B ce0s 00paTMMoOe TOKCHYECKOE IOPaKEHHUE POTOBUIBI, T'€MOpparuvyecKuii
KOHBIOHKTHBHT, KOTOPBI MOXKET OBITh MPEJOTBPALICH WM YMEHBIICH NMPUMEHEHHUEM IJIa3HBIX
Karesb, COAEPXKAIIMX IIIOKOKOPTUKOCTEPOMIbl, a TAaKKEe APYrHMe peakluy, MEepeurClICHHbIE B
paznene 4.8.

[Ipn nmpoBeneHuu Tepanuy BBHICOKMMH J03aMH CIEAYET OCYLIECTBIATH IOCTOSHHBIM KOHTPOJIb
¢yukuuu HHC u nerkux.

[Ipn BBeneHMH nUTapaOMHA W BHYTPUBEHHO M MHTPATEKaJIbHO B TEUCHHE HECKOJIBKHX IHEH,
BO3pPACTaeT PUCK TOKCHYECKOTO MOPAXKEHUS CIIMHHOTO Mo3ra. TeM He MeHee NpU HaJlu4uu Y
NalMeHTa TOKENOro  KU3HEYTPOXKAIoLIero 3a0oJeBaHMs, pELIeHHEe O HeoOXOAUMOCTH
OJTHOBPEMEHHOIO BBEJIEHUS LWUTapadWHAa W BHYTPUBEHHO U HWHTpAaTEKajJbHO OCTaeTCs Ha
YCMOTpEHHE JIeYallero Bpaya.

[Ipu mpoBeaeHNU BBICOKOIO3HOW TEpamMM M MHTPATEKAJIbHOW TEpanmuu HEJb3s HCIOIb30BaTh

PacTBOPBI, COAEpPIKAIINE OCH3UIOBBIN CITUPT.
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BO3pacTarh BEPOATHOCTh TOKCMYHOCTHU co cTopoHbl [IIHC. [Tanmentam ¢ HapymieHHON QpyHKunen
NIEYCHH WM MOYEK Mpenapar CleAyeT NPUMEHATh C OCTOPOKHOCTBIO U, BO3MOYKHO, B CHUKEHHOU
703€.

Ha ¢one mnpumeHeHuss OIHOBPEMEHHO BBICOKMX 03 LUTapaOMHA, JayHOPYOHIIMHA W
acraparmHasbl y MalMEHTOB C OCTPhIM HEIMMQOOIACTHBIM JIEHKO30M OTMEYaJUCh Cllydau
pa3BuTusl nepudepuueckoil MOTOPHOM W CEHCOpHOW Heipomatuu. [lanmMeHTsl, moiryJarorniue
BbICOKHE 03Bl npenapara [lurapabun-JIOHC, nomxHbl HabIIOAATHCS MO MOBOAY BO3MOKHOCTHU
pa3BUTHs HEWpOINATUH, TOCKOJIBKY JUISl TPEIOTBpAILEHUs BO3HUKHOBEHHS HEOOpPaTUMBIX
HEBPOJIOIMUECKUX HAPYLIECHUH, MOXKET OTPeOOBATHCS N3MEHEHNE 103 WM pexuma Tepanuu. [lpu
HOSIBJICHUH CUMITOMOB Tokcudeckoro BiusHus Ha IIHC cnenyer mpousBecTu crenuaibHYIO
OLIEHKY DPHCKOB; TaKue e JACHCTBUS HEOOXOIMMBl M NIpPU MOSBICHUM MEPBHIX CHMITOMOB
aJIepruu.

Nmetotes penkue cooOLIEHUST O BOBHUKHOBEHUHU TSKENBIX KOXKHBIX PEaKLMM, MPUBOASAIINX K
neckBamanuu. TorajbHas ajJomlenus yalle pa3BUBAcTCs Ha (POHE NMPUMEHEHUS BBICOKHMX [103
uTapabrHa, 4em Mpyu NPUMEHEHUN CTaHJapTHON CXEMBbI JICYeHHUS.

Cmanoapmnas mepanus

Hampsixenue nepenneit OpromHONW CTEHKH (NMEPUTOHUT) W gualac TOJIOKUTEIbHBINA KOJIUT C
COITyTCTBYIOIIUMH HEUTPOTICHUEH U TPOMOOIIUTONICHHEH OTMEUAIINCh Y AIIMEHTOB, MOTYYarOIINX
CTaHJAPTHYIO TEPAIUIO LUTapaOMHOM B KOMOMHAIMHY C IpYTHMU ITpenaparamMu. Y NalueHToB Obul
OTMEUEH OTBET Ha HEXUPYPrHUECKOE METUIIMHCKOE BMeIaTeabcTBO. OTMedalu ciyyau pa3BUTHS
MIO3/IHETO MPOrPECCUPYIOIIET0 BOCXOIALIETO Mapainya, MPUBOASILEIO K JIETaJbHOMY UCXOAY Y
JeTeN ¢ OCTPBIM MHUEIOUIHBIM JIEHKO30M MOCE UHTPATEKAIbHOIO U BHYTPUBEHHOTO BBEICHUS
uTapabrHa B CTAaHAAPTHBIX /103aX B COYETAHUM € APYTMMHU IpenapaTamH.

Hesponoeuueckue napywenus

HmeroTcst cooOmeH st 0 caydasix pa3BUTHS TSKEIbIX HEBPOJIOIMYECKUX MOOOYHBIX peakluil Ha
¢oHE BHYTpPUBEHHOTO BBEJCHHA IUTapabuHa. JlaHHBIE OCJOKHEHHUS  HAOIIOTAINCH
IPEUMYILIECTBEHHO Y MOJOJBIX MAalMEeHTOB MPHU OAHOBPEMEHHOM HHTPATEKAJIbHOM BBEICHHUU
METOTpeKcara.

Cunopom ausuca onyxonu

Kak u ppyrue mpoTuBooIyXosieBble Ipenaparbl, npumeHeHue mnpenapara Llurapadbun-JIDHC
MOXET MPHUBOIUTH K PA3BUTHIO TMIEPYPUKEMHMU BCJIEICTBHE OBICTPOrO pacraja OIyXOJEBbIX
KJIEeTOK. PekoMeHnyeTcs NpoBOANUTH MPO(UIAKTUKY TMIEPYPUKEMHUH Y HAllMEHTOB C BBICOKUM
cofiep)KaHuEeM OJACTHBIX KIETOK WM C OOJBIIMMH OITyXOJEBBIMH MaccaMu (Hampumep, Mpu

HEXOJDKKMHCKUX JIMM(pOMaX).
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Baxyunwi

BBenenue xuBBIX WM OCIA0JIEHHBIX BaKIMH MAlMEHTaM C UMMYHOCYIpecCHel B pe3ylbTare
npremMa XUMHOTEPaNeBTHYECKUX MTPENapaToB, BKIOYas LUTapaOUH, MOXKET IPUBECTH K Pa3BUTHUIO
CEpbE3HbIX W JaXKe >KU3HEYrpoXkaromux HH(ekuuid. BakuuHauus MDanueHToB, KOTOPBIM
npoBoauTcs Tepanus npernaparoM Lurapabun-JIDHC, nomkHa MpoBOAUTHCS KpaliHE OCTOPOXKHO,
IIOCJIE TIIATEJBHOW OLEHKH IeMaTOJIOrM4eCKOro Craryca M € COIIACHs Bpada, MPOBOIAILEIO
Tepanuio nurapabuHoM. MHTepBan Mex1y OKOHYaHHEM HMMMYHOCYNPECCHBHOH Tepamuu |
BaKL[MHALMEH 3aBHCUT OT BHUJA HMMMYHOCYNPECCaHTa, OCHOBHOIO 3a0ojieBaHMs M JpPYyTUX
(akTOpOB M BapbHUpyeT OT 3 MecALeB 10 1 rofa.

T'emoouanus

[{urapa®uH BBIBOOUTCS U3 OpraHu3Ma mpu remoauanuse. [loaroMy nanueHTaM, HaxXoAAIIKUMCS Ha
nranu3e, He cieayer BBoAMTh npenapar Lutapabun-JIDHC HenmocpeacTBEHHO 10 U BO BpeMs
IIPOBEACHMS TNAIN3a.

He cnenyer pomyckarh KOHTakTa npemnapara ¢ KoK M CIM3UCTBIMHM 000JI0YKaMH, 0COOEHHO
HeoOxomumMo Oepeus 11asza (cM. paszaen 6.6).

bensunoswiii cnupm

JlaHHBII Mpernapar He COACPKHUT OCH3WIIOBBIM CHHPT KaK BCIIOMOTATEIbHOE BELIECTBO; TEM HE
MeHee, OCH3HMIIOBBIN CIHPT MOXKET CONEPKAThCS B COCTAaBE PACTBOPUTENCH. YCTaHOBICHO, YTO
OCH3WIOBBIM CIIUPT MOYKET BBI3bIBATh «CUHIPOM YAYIIbsh» U JIETAJIbHBINA Hcxon y nereil. Hecmotps
Ha TO, 4YTO OOBIYHBIC TepameBTUYeckue 1036l mnpemapara l[lurapadbun-JIDHC comepkar
OEH3UJIOBBIM CIUPT B MEHBIIUX 033X, YEM T€, O KOTOPHIX TOBOPUIIOCH IIPU PA3BUTUH «CHHIPOMA
yAyLIbsS», MUHUMAaJIbHAS! KOHIICHTpaIus OCH3MIIOBOTO CIIUPTA, IPU KOTOPOH BO3MOXKHO pa3BUTHE
TOKCHUYECKHUX 3 (eKkToB, Heu3BecTHA. CTENEHb PUCKA PA3BUTHS 3TOTO OCIOXKHEHHS 3aBUCUT OT
KOJIMYECTBA BBEIEHHOI'O IIpenapara, a Takke OT CIOCOOHOCTH MEYEHH UM MOYEK K JIeTOKCHKAIUU
9TOr0 XMMHYECKOIro coeauHeHus. HenoHomeHHbIe JETH U JETH C HU3KOM MAacCOM Tejla UMEIOT
OoNbIIMI PUCK pa3BUTHs AAHHOTO CHHAPOMA, YeM OCTanbHble JneTH (cM. pasznen 4.6). Ecnu
UTapabuH TPUMEHSETCS B BBICOKHX /033X WJIM BBOAWTCS HMHTPATEKAIBHO, HE HCIIONIB3yHTE
pacTBOpUTEIb, COEpKALUI OCEH3MIOBBIM cnupT. B Takux cimydasx MokHO ucnoibs3zoBars 0,9 %
pacTBOp HATPHS XJIOPHUIA B KAYECTBE PACTBOPUTEIIS.

4.5. B3ammopeiicTBMe ¢ JPYrHMH JICKAPCTBEHHBIMH MNpenapatamMM M JApyrue BHIbI
B3aMMO/AEHCTBUA

CoBMecTHOE TNPUMEHEHME C  JPYTMMH  INIPOTUBOOIIYXOJEBBIMM  MHEIOCYIPECCUBHBIMU
npernaparaMM  WIM  JIy4€BOM  TepalMeld  yCWIMBAE€T  IIUTOTOKCHYECKYIO, a  TaKke
MMMYHO/JIETIPECCUBHYIO AKTUBHOCTb 3THX IIPENAPATOB.

[Ipn nmpumenennn OeTa-aleTHUIIUTOKCHHA U XUMHOTEPANIEBTUYECKUX MIPENapaToB, COAEPKaLIIX
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npokap0a3mHa, ObIJI0O OTMEYCHO 00PATUMOE CHIKCHHE PAaBHOBECHOW TUTA3MEHHOW KOHIICHTPAIAN
JUTOKCHHA (32 CYET CHM)KCHMSI BCACHIBAHUS — HApYIICHHE BCACBIBAHUS M3-32 TOKCUYECKOTO
BO3/ICMCTBUSI Ha CIM3UCTYIO O0OJIOYKY KUIIEYHUKA), a TAK)KE YMEHBIIIEHHE MTOYEUHOM IKCKPELUU
IUKO3HUJa. B CBA3M ¢ 3TUM, y TAIMEHTOB, IMOJYYAOIIUX TaKyK TEparnuio, HEOOXOIUM
MOHHTOPHHT KOHIICHTPAIIMH JIUTOKCHHA B TUTa3Me KPOBH. AJITEPHATHBOMN ISl TAKUX TAI[UCHTOB
MOYKET CUYMTATHCS IPUMEHEHUE TUTUTOKCUHA, PaBHOBECHAsI IJIa3MEHHAasi KOHIIEHTPaLUsl KOTOPOTo
HE MEHSETCS.

[IpoBeneHHbBIC in Vitro WCCIEAOBaHUS B3aMMOACUCTBUS MEXKIY T€HTAMHUIIMHOM U ITUTapaOuHOM
BBISIBUJIM ~ CYIICCTBOBAHHME AHTArOHW3MA, BCIEACTBHE KOTOPOTO BO3MOXKHO CHW)KCHHE
YYBCTBUTEJIBHOCTH IITaMMOB K. pneumoniae K T€HTaMULUHY. Y MallMEHTOB, MPUHUMAIOLINX
uTapaluH, B Cllydae OTCYTCTBHSI OTBETA Ha TEHTAMUIIUH MPU Tepanuu HHGEKINH, BHI3BaHHBIX K.
pneumonia, HEOOXOIMMO TTEPECMOTPETh AHTHOAKTEPHAIILHYIO TEPAIHIO.

BosmoxxkHO cHMWkeHre 3((HEeKTUBHOCTH (DTOPIUTO3MHA TPU OJHOBPEMEHHOM MPUMEHEHUH. ITO
MOJKET OBITh CBA3aHO C BO3MOKHBIM KOHKYPEHTHBIM HHTHOMPOBaHHEM €T0 00paTHOTO 3aXBaTa.
OpHOBpeMEeHHOE MPUMEHEHHUE IUTapabrHa BHYTPUBEHHO U METOTPEKCaTa HHTPATEKAIbHO MOXKET
MOBBICUTH PUCK PA3BUTHUS THKENIBIX HEBPOJIOTHUECKHUX MOOOYHBIX PEaKIMid, TAKMX KaK TOJOBHAs
001b, TIapaiid, KOMa W 3MH30/I0B, TI0 CUMITOMATHKE HATIOMHUHAIONINX HAPYIICHHE MO3TOBOTO
KPOBOOOpAIICHUSI.

NMmyHOnmenpeccanTsl (a3aTHONPHH, XJI0paMOYIINI, TIIFOKOKOPTHKOCTEPOU b, ITukiIodochamu,
[UKJIOCTIOPHH, MEPKaNTOMYpPUH, TaKpOJIMMYC) TMOBBIAIOT PUCK Pa3BUTUA WHOEKIIMOHHBIX
OCJIO)KHEHUH.

YOuThle BHPYCHBIC BaKIWHBI — BCJICICTBUE TOJABICHHUS HOPMAIBHBIX MEXaHHU3MOB 3aIUTHI
IUTapaOMHOM BO3MOXHO CHIDKCHHE 00pa30BaHUS aHTUTEN.

JKuBble BUpYCHBIE BaKUMHBI — BCJIEACTBUE IMOJABICHHUS HOPMAIbHBIX MEXaHHU3MOB 3aIUTHI
UTapaOMHOM BO3MOXKHO TOTCHIIMMPOBAHKWE PEIUIMKAIIMA BHPYyCa, YCHICHHE MOOOYHBIX
3¢ (eKToB, CHUKCHHE 00pa30BaHUS AaHTHUTEN, YTO MOXKET TPUBECTH K Pa3BUTHIO CEPHE3HBIX WU
KU3HEYTrpoKaomux uHpekuud. Crnemyer u3beraTb BBEACHUS JKMBBIX BAaKIUH Yy TallMEHTOB,
MOTYYaIOUNX [IUTapaOuH.

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTALUS

)KCHIHI/IHBI JACTOPOJAHOTO BOBDaCTa/ KOHTpalCHIINA Y MY>XYUH U XXCHITWUH

N3-3a HOTGHHH&HBHOﬁ TCHOTOKCUYHOCTH, IAIUCHTKaM C pPCIPOAYKTHUBHBIM IIOTCHIIHAJIOM
PCKOMCHAOBAHO HUCIIOJIB30BATh BBICOKOS(I)(I)GKTI/IBHBIG MCTOAbI KOHTpalCIM BO BPEM: JICUCHUA
1 B TEUCHHE 6 MCCAILCB IOCJIC ITpueMa MoCaeaHeH J035I I_[I/ITapa6I/IHa.

U3-3a HOTGHHHaHBHOﬁ FCHOTOKCUYHOCTH, MalUCHTAM MYJKCKOI'0 I10jia, UMCIOIIHUM IMAapTHEPIIY
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KOHTPALICTIIIMK BO BPEMs JICUCHHUS U B TEUEHHE 3 MECAIECB IOCTE MpUeMa TMOCIEIHEH H03bI
nuTapaduHa.

bepemenHocTb

HccnenoBanusi mpruMEeHEHHS ITUTapaOuHa y KEHIIWH B IEPHOA OEPEMEHHOCTH HE TTPOBOIMIHCH,
MO3TOMY TMPUMEHEHHE Tperapara B Mepuo] OEPEMEHHOCTH MPOTHBOIOKa3aHOo. M3BeCTHO, 4TO
UTapaOuH MPOSBISIET TEPAaTOr€HHbIE CBOWCTBA y HEKOTOPBIX BUIOB >KUBOTHBIX. JKEHIIMHAM,
CIOCOOHBIM K  JIETOPOXKACHUIO, CJENyeT pPEKOMEHAOBaTh HCKIIOYUTh  BO3MOXHOCTH
OepEeMEHHOCTH.

VY Marepeii, moyiyd4aBIIMX LUTapaOUH BO BpeMsi OEpEeMEHHOCTH (B BHJI€ MOHOTEpalMM WU B
KOMOHMHAIIMHU C APYTUMH MpenapaTaMu), poxKAalIuch HOPMaJbHbIE MIIaJICHIIbI; HEKOTOPBIE U3 ATHX
MJIQJICHIIEB POIWINCH MPEKICBPEMEHHO HIM UMENH HU3KYI0 Maccy Tella TNpU POXKIACHUU.
HekoTophix 3 HOPMAaNBHBIX MJIAJCHIICB HAOIOIaTH B BO3pACTE OT IIECTH HENENb IO CEMH JIET
MocJie BO3JEHUCTBUS TIpenapara, ¥ y HUX HE ObUIO BBISIBJICHO OTKJIOHEHHMM OT HOpMBI. OauH
MyazeHel] 6e3 SBHOM NmaToJIoTuH yMep B Bozpacte 90 qHel oT racTposHTEpHTa.

boutn monmydeHbl cOOOIIEHUST O BPOXKICHHBIX aHOMAIMSIX Pa3BUTHS, B YACTHOCTH, KOTJa IO
MOJIBEPraJiCsi CUCTEMHOM Tepamuu IUTapadMHOM B TEUEHHUE IEPBOTO TPUMECTpa. AHOMAIIUU
BKITFOYQTH JIe(PEKTHI TUCTAIBHBIX OTACIOB BEPXHHX W HWKHUX KOHEYHOCTEH M Jedopmanuu
KOHEYHOCTEH M YITHBIX PAKOBHUH.

Take coobmanoch O clydasx pa3BUTHS  [AHUUTONECHWHU, JIEHKOIIEHWH, AaHEMHUH,
TPOMOOILIUTOTICHUH,  BOIHO-IJIEKTPOJIUTHBIX  HApyIICHWH, TPAaH3UTOPHON  303MHOMUINH,
MOBBIIICHHS] KOHIIGHTPAIIMH MMMYHOTIOOYyIMHAa M U THUNEPIUPEKCHH, CETCHCa U JIETaTbHOTO
MCXO/la Y HOBOPOXKJICHHBIX BO BPEMsSI HEOHATAJIBHOTO TEPHOJA, €CIU OHH OBUIM TOJBEPIKCHBI
BO3JICHCTBUIO MHUTapabWHa B TEPUOJ N0 pokaeHus. HexkoTopele W3 3TUX nOeTe Obun
HEIOHOIIIEHHBIMHU.

BepeMeHHBIM JKEHIIMHAM, TMONYYaBIIMM [HUTapabWH, [enanud adopT 1O MEIUIIUHCKUM
nokazaHusiM. MIMeroTcs cooOIIeHusl Kak 0 HOPMaJbHBIX TUIOAAaX, TaK M O TUIOJAX, HA KOTOPHIE
mpemnapar oka3aj BO3/eiiCTBHE, B TOM YHCIIE O TUIOAAX C YBEJIUUEHHUEM CEJIe3€HKU U XPOMOCOMHOM
aHomanuei (Tpucomus B rpymnmne C) B TKaHAX XOpPHUOHA.

YuuteiBass BO3MOXHOCTH Pa3BUTHS PA3NIMYHBIX HapymieHUd Ha (oHe mpoBeneHus
[IUTOTOKCHYECKOW Teparnuu, OCOOEHHO B TIEPBOM TPHUMECTpE, CJIEeIyeT MNPOHH()OPMHPOBATH
MaIMeHTKyY, KoTopasi OepeMeHHa WM MOXKET 3a0epeMeHeTh Ha (JOHE Tepanuu IUTapaOMHOM, O
BO3MOXKHBIX PHCKaX JUIs TUIOJA, a Takke OOCYIUTh C HEW BapHaHThl MO COXPAHEHHUIO WU
npepeiBaHui0 OepeMeHHOCTH. ClemyeT y4YuThIBaTh, YTO PUCK MATOJIOTUU TUIONA OCTaeTCs

HCCOMHCHHBIM, HO €TI0 BCPOATHOCTb CHHIXXACTCA B ClIydac, €CJIM TCpalunsd III/ITapa6I/IHOM ObLIa
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Marepel, KOTOpble MOy4yalld NUTapaOWH B Mepuof BCel OEPEeMEHHOCTH, POXIAINCH JeTH 0e3
OTKJIOHEHMI B Pa3BUTUH, TAKUX JETEH cieryeT HabIonaTh 1 fajee.

JlaHHbIi mpenapaT HE COAEP>KUT OCH3WIIOBBIM CIUPT KaK BCIIOMOTAaTeIbHOE BEIIECTBO, TEM HE
MeHee OCH3HMJIOBBIN CIIUPT MOXET COAEPXkKAaThCsl B COCTaBe pacTBopuTeneil. beH3unoBblil cniupt
MIPOHMKAET Uepe3 IIIaleHTy (cM. pasaen 4.4).

Jlakranms

HewusBecTHo, BbIIENsSeTCS M UTapaObUH B TpynHOE MoJoko. ClenyeT y4uThIBaTh, YTO MHOTHE
JIEKapCTBEHHBIE CPENICTBA BBIIEISAIOTCS B IPYHOE MOJIOKO, a TAK)KE€ BO3MOXKHOCTb CEPBE3HBIX
MOOOYHBIX PEAKIUN Y HOBOPOXKACHHBIX, HAXOSAIINXCS HA TPYHOM BCKapMJIMBAaHUU Y MaTepew,
MOJYYaIOUIMX TEpanuio mpenaparoM LnurapabuHa. B cBA3M ¢ 3THM, Ha OCHOBAaHWHU BaXKHOCTHU
JICKapCTBEHHOM Tepanmuu Al MaTepu, HeOOXOMUMO MPUHATH pelleHue Ju00 O MpeKpalieHuu
TPYAHOTO BCKapMJIMBaHUS BO BpeMs TEpalldy MpenaparoM IUTapaOMHa W MO KpaiHel mepe B
TEUEHUE OJHON HENEH MOCe MOocaeAHeN 103bl, TUO0 00 OTMEHE JIEUEHHUS.

4.7. BausiHue Ha CIHOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

JlanHple O BIMSHUM TEpanuud LUTApabWHOM HA CIOCOOHOCTH YMPABIATH TPAHCIOPTHBIM
CPEICTBOM M paboTaTh C MEXaHU3MAaMU OTCYTCTBYIOT, OJHAKO, IOCKOJIBKY BO BpeMs MPOBEICHUS
Tepanuy MUTapaOMHOM MOTYT BOSHUKHYTh TOIIIHOTA U PBOTA, 3TO MOXKET KOCBEHHO OTPa3UThCS Ha
CITOCOOHOCTH K YIIPaBJICHUIO aBTOMOOWJIEM M Ha pabore ¢ MexaHm3maMmu. [losTomy cremyer
BHUMATEIbHO OTHOCUTHCA K JEHCTBUIO Iperapara B yKa3aHHBIX BBIIIE CUTYaI[HIX.

4.8. HexxennaTesbHbIE peaKkIUuu

Pesrome HDOd)I/IJ'ISI 0Cc30IacCHOCTH

[To6ouHBIC peakiuy, BhI3BAaHHBIC MUTApPAaOUHOM, 3aBHCIT OT JO3UPOBKH, CIIOCO0a BBEICHUS U
JUTUTEILHOCTH TEPAITUH.

Hapywenus co cmoponsl kposu u aumgpamuyeckorl cucmemsl: TOCKOIbKY UTApaOUH SBISIETCS
CpeI[CTBOM, yrHeTaIOIlII/IM KOCTHI)II\/'I MO3I, B KQYECTBEC HOCJ'ICI[CTBI/Iﬁ €TI0 BBCACHUS MOXKHO OKHU1ATh
pa3BUTHE aHEMHH, JICHKOIICHHH, TPOMOOIIMTOIIEHUH M Merajao0iacTo3a, a TakKe CHUKCHHE
KOJIMYECTBa PETHKYIONUTOB. CHIDKEHUE YKcTa JIEHKOIIMTOB HOCHUT NBYX(a3HBIM XapakTep, Mpu
STOM TIEPBOE€ MAKCHUMAJIbHOE CHUXEHHE JocTuraercs kK 7-9 pgHio. 3areM  clieayer
KpPaTKOBPEMEHHBIH MTOBEM C MaKCUMyMOM Ha 12 nens. [Ipu BTopom u Oosnee ry0oKkoM CHUXKEHUU
MHHUMAJIbHOE KOJMYECTBO JICHKOIMTOB oTMedaeTcss B 15-24 nuu. B nmocnenyromme 10 nueit
KOJIMYECTBO JIEHKOLIUTOB OBICTPO Bo3pacTaeT. CHUKEHHE KOIMMYECTBA TPOMOOIIMTOB CTAHOBUTCS

3aMETHBIM K 5 JIHI0O, MUHMMYM HacTynaer Mmexnay 12-15 nuamu. B nocnenyromume 10 gneit
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TSKECTH 3TUX PEaKLUi 3aBUCUT OT J103bl U CXEMBbI BBE/ICHUS.

Kenyoouno-kuweunvle napyuwienus: TOIIHOTA M PBOTa HauOOJIe€ 4acTO BO3HUKAIOT B TEUCHHE
HECKOJIBKMX 4YacoB BcJe]l 3a ObICTpON BHYTPHUBEHHOH MHBEKIMEH. DTH peakuud MOTyT OBbITh
MeHee BhIpa)kKeHbI, €CIIU Mpernapar BBOAUTH B Buje nH(y3uu. [Ipu npuMeHeHUuH BHICOKUX 1103 (2—
3 r/M?) wuseasenenus JKKT MOryT HOCHTBH TSKENbI XapakTep, BO3MOXKHO pPa3sBUTHE
HEKPOTUYECKOTO KOJIMTA, HEKPO30B TOHKOM KHIIKH, KHCTO3HOIO ITHEBMAaTO3a KHILIEYHHUKA,
NOPUBOJAIIETO K MepUTOHUTY. CooOIanoch Takke 00 OTHACNBHBIX CilydasX MaHKpeaTuTa IpH
NpPOBEICHUH TEPANTMH BEICOKUMH J103aMH LUTapaObuHa B KOMOMHAIIMY C IPYTUMHU MIpernaparaMu.
Hapywenus co cmoponsl neuenu u oHcenueguleoosauux nymeu: IPU BBICOKOJO3HOW TEparuu —
HapyuieHrne (GyHKIUH MTEYSHHU C TUIIEPOMTHpyOUHEMHEH, CeTICHC B abCIIecC MeUeHHU.

Hapywenus co cmopownvl nepenoii cucmemvi: HapyumeHus co crtopoHel [THC B ocHOBHOM
OTMEYAIOTCSI NPU TPOBENECHUU TEPANNUU BBICOKUMH J03aMH, NP ITOM IPEUMYLIECTBEHHO
BBISBIISIIOTCSI PAcCTpOiicTBa (DYHKIMH TOJIOBHOTO MO3ra B T.4. MOKEUKa (HHUCTArM, TU3ApTPHS,
aTakcus, CIyTaHHOCTb CO3HaHUs), BKJIIOYas W3MEHEHMs JIMYHOCTH, COHJIMBOCTb, KOMY.
Hapymenus co croponsl ITHC 06p14HO HOCAT 0OpaTUMBI XapakTep.

Takoke cooOmanocs o ciyqasx nepupepudeckoil MOTOPHOI 1 CEHCOPHOM HEHPONaTuy U O3 HETO
IPOrPECCUPYIOLIEr0 BOCXOASIEro napainuya. B oTnenpHBIX cllydasx MOCiie MHTPATEKaIbHOTO
BBEJICHUS IIperapara OTMEeYallch TOIIHOTA, pPBOTA, TOJIOBOKPYKEHHUE U JINXOPAJKa. DTH Kaa00bl
MOTYT TakXke ObITb OOYCIIOBJIEHBI JIIOMOAIbHOM IyHKIMEH. MoxeT Takxke MNpOsABIATHCA
KyMYJISITUBHAsE HEMPOTOKCUYHOCTb, OCOOCHHO IMPH KOPOTKUX HMHTEpBAIaX MEXIy BBEICHUSIMHU
7103. BBIIM omucaHbl OTHENbHBIE CIlydyad HEKPOTH3UPYIOIIEH JeikosHIedanonaTuy, a Takke
naparyieruy U CJIENnOoThl MOCIe UHTPATEKAJIbHOTO BBEICHUS [IUTapaOuHAa.

Hapywenus co cmoponvl opeana 3penus: TIPU JEYCHUH BBICOKHMHU J103aMU MOTYT BO3HUKHYTb
0o0paTHMBbIe S3BEHHBIM KEPATUT U TeMOPPAarnyecKuil KOHbIOHKTUBUT.

Hapywenus co cmoponsr cepoya: KapJUOMHONATUS HHOTAA MOXET ObITh (aTambHOU NpHU
UCTIOIH30BaHUY [IUTApAaOWHA B BEICOKHX J103aX B KOMOMHAIINHU C TIUKIO(OCHaMUAIOM.

Hngpexyuu u uneasuu.: ¢ IpUMEHEHUEM LIUTapaOMHA B BUAE MOHOTEPAIIUM WM B KOMOMHAINH C
JIPYTUMH HMMYHOCYIPECCUBHBIMHU IpenaparamMu (Ipd BBEJCHMHM B J103aX, BIMAIOLMX Ha
KJICTOYHBIH WJIM TyMOpaJbHBII UMMYHHUTET) MOTYT OBITh CBSI3aHBI BUPYCHBIE, OaKTepUalbHBIC,
IpUOKOBBIC, MApa3uTapHble WM canpo(uTHbE WHMEKIUU B JIIOOOM ydacTKe Tena (BKIIOYas
cericuc). DT MH(PEKIUU MOTYT OBITh JIETKON WM CPEIHEH CTETEeHH TSKECTH, HO MOTYT OBITh
TSDKEJIBIMU U MHOTAA (haTalbHBIMU.

Lumapaburnosviii cundpom: TUXOpaaKa, 00U B MBIIIIAX, 00U B KOCTSAX, HHOTIA 00K B 00IaCTH

prnHOﬁ KJICTKHU, ITATHUCTO-IIAITYJIC3HAaA Cblllb, KOHBIOHKTHUBUT, HCAOMOT'aHHUC. OTH CHUMITOMBI
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[IIOKOKOPTUKOCTEPOUIbI 3((EKTUBHBI ISl JICUEHUS WIM NPENYNPEeXJIECHUS Pa3BUTHSI 3TOTO
CUHIpPOMA.

Ecnu cumnToMbel muMTapaGUHOBOIO CHHApPOMA DPACLEHHBAIOTCA KaK MOAJAIOIIUECs JIEYSHHUIO,
CJIEyeT PacCMOTPETh BOIPOC O HEOOXOIMMOCTU BBEICHHS IIIIOKOKOPTHUKOCTEPOMJIOB, a TaKXkKe
IPOIOJKEHUS TepAK LIUTapaOUHOM.

Pe3roMe HexxenaTeabHbIX PEAKIINI

3aperucTpupoBaHHBIC HEKEIATEIbHBIE PEAKIMU MEPEYUCIICHbl HIDKE MO KaTeropusM KIaccoB
CHCTEM OpraHoB cortacHo ciioBapio MedDRA u o yactote nposiBieHus. YacTOThI ONpenesioTcs
crenyromuM oopazom: odeHb dacto (>1/10), gwacto (>1/100, HO <1/10), HewacTo (>1/1 000, HO
<1/100), peaxo (>1/10 000, mo <1/1 000), ouens peaxo (<1/10 000), yactora HeusBecTHa (HA
OCHOBAaHUHU UMEIOIINXCS TaHHBIX OLIEHUTh HEBO3MOXKHO).

Tabnuunoe pesrome HedxiceramenvbHblx peakyull (CmaHOapmuas mepanus u mepanus 8blCOKUMU

dozamu npenapama)

Nudexuun n naBazun

OueHb yacTo Cernicuc, THEBMOHUS U HHEKIUI®

YacToTa HEeM3BECTHA Bocnanenne HOI[KO)KHOﬁ KJII€CTYaTKH B ME€CTC HHBbCKIITUU

Hapymienust co cTopoHbI KpOBH U TUM(DATHIECKON CUCTEMBI

OueHb YacTo Henocrarounocts byHKIIIH KOCTHOTO MO3ra,
TPOMOOIIMTOTICHHSI, AHEMUS, METajio0JacTHUeCKas aHEeMHS,

JICHKOIICHHUS M CHIMKCHHE KOJINYECTBA PETHUKYJIIOLIUTOB

Hapymenust co cTopoHbl HMMYHHOU CHCTEMBI

Yacrora HEU3BECTHA AnaduiiakTuuecKas peakius, alIeprudeckuii oTex

Hapymienust MeTabonu3ma v MATAHUS

YacroTa HEHU3BECTHA [ToHmXeHHBIH anmeTuT (BILIOTH /10 TIOTEPH armeTHTAa)

Hapyenns co cTopoHbl HEpBHOM CUCTEMBI

YacTora Hen3BecTHA HelpoTokcHYHOCTh, HEBPHUT, T'OJOBOKPYKEHHUE W TOJOBHAs

00Jb

Hapyenus co cTOpoHbI opraHa 3peHust

YactoTa HEU3BECTHA KOHBIOHKTHBHUT®

Hapymenwust co cTOpoHBI cepna

YacroTra Hen3BecTHa [lepukapaut, cuHycoBas Opaaukapans

Hapymienust co cTopoHsI cOCy10B

YacToTa HEn3BeCTHA TpombGodmedut

11
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Hapymienust co cTOpOHBI AbIXaTeTbHON CUCTEMEL, opranOBTPY/IHOW Kie TRy A CpetocTeHs

OTEETCTEYET 3KCTNEPTHOMY OTYETY

YacToTa HEU3BECTHA

Oppiika, 60716 B POTOTIIOTKE, alTHOD, THEBMOHUSA, TUD Y3HBIN

I/IHTepCTI/ILII/IaJ'IBHHﬁ ITHCBMOHUT

JKenyno4HO-KUIIEYHbIE HAPYIIEHUS

OueHb 4acTo

Cromarurt, si3Ba pOTOBO# MOJIOCTH, aHAIbHAS 513Ba, BOCIIAJICHUE
B 00JIaCTH aHAJBHOTO OTBEPCTHUS, AMAPEs, PBOTA, TOIIHOTA U

00JIb B KHUBOTE

YactoTa HEU3BECTHA

[Tankpearur, s3Ba MUIIEBOAA, 330(aruT

Hapymienus co cTopoHbI EUEHU U JKETUEBBIBOJSIINX Ty TEH

OuyeHb 4acTo

OTkIIOHEHHE OT HOPMEIL Mokazarenen (I)YHKI_II/II/I IICYCHHU

YactoTa HEU3BECTHA

Kenryxa

Hapymenust co cTopoHbI KOXKHU

U MOOKOXKHBIX TKaHEH

OuyeHb 4acTo

Anonenus, ChIIb

Yacto

Koxuas s3Ba

YacToTa HEU3BECTHA

Cunapom JIAJIOHHO-ITOIOIIIBEHHOU SPUTPOJIU3ECTE3NH,

KpanvBHHUIA, 3y U JICHTUTO (HI/IFMCHTHHG HHTHa)

HapyeHns co CTOpOHBI MBILIIEYHOM, CKEJIETHON U COCAMHUTEIIBHON TKaHU

OueHb 4acTo

[{utapaOuHOBBII CHHAPOM

Hapymienust co cTopoHbI OYeK U MOYEBBIBOASIIUX MTyTeH

YactoTa HEU3BECTHA

Hapymenue byHKIIT MOYEK, 3a/ieprKKa MOuH,

TUIepypUKeMusi, ypaTtHas HeporaTus

OO01ue HapylIeHUs U peaKIuu

B MECTC BBCICHHUA

OueHb 4acTo

JInxopanka

YactoTa HEU3BECTHA

Bosb B rpynHOM KIIETKE, peaklisl B MECTE UHBEKIIMU®

JlaboparopHblie 1 HHCTPYMEHTAJIbHbIE JaHHBIE

OueHb 4acTo

OTKJIOHEHHUE OT HOPMEBI pE3yJIbTaTa OMOIICHU KOCTHOTO Moa3ra,

HE COOTBETCTBYIOLINI HOPME PE3YJIbTaT aHaIN3a Ma3Kka KPOBU

& MoxeT OBITh JIETKOH, HO MOXKET OBITh U TSDKEJIOH, 1 B HEKOTOPBIX CITydasiX JIeTaTbHOM
® MosKkeT BO3HHKATE C CHINBIO, TIPU NPUMEHEHHH TIPENapaTa B BBICOKUX 033X MOKET OBbITh FeMOPParniecKuM
® BoJjb ¥ BOCITaJleHHE B MECTE MOAKOKHOM UHBEKIIUN

Crenyromas Tabnuia BKIIOUACT HEXEJAaTelIbHbIE PEaKIUH, 3aperuCTPUPOBAaHHbBIC TPU Teparuu

BBICOKMMH JI03aMU TIpemnapara.

Tabnuya nedcenamenvbHulX peakyuil (mepanus 8blCOKUMU 003aMU npenapama)

WNudexkunu n nHBa3uN

YactoTa HEU3BECTHA

AoOc1iecc neueHu
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[Icuxuyeckue HapyIIeHUs

YacToTa HEU3BECTHA 3smenenune nmuanoctu?®

Hapymienust co cTopoHbl HEPBHOM CUCTEMBI

Ouenb yacTo [lopaxkeHre TOJIOBHOTO MO3ra, IIOPaXEHUE MO3KEUKa,
COHJIMBOCTh
YacroTra Hen3BecTHa Koma, cynoporu, nepudepuueckas JBurareiabHas Helponarus

U niepudepudeckas CEHCOpHas HeiliponaTus

Hapymienus co cTopoHsl oprasa 3peHust

OueHnb yacto [TopaxeHne poroBuIIbI

Hapymenus co cTopoHs! cepana

Yacrora Hen3BeCTHA Kapauomuonarus®, cuaycopas Opagukapaus

Hapymienus co cTopoHbI AbIXaTeIbHON CUCTEMBI, OPraHOB IPYIHOM KJIETKU U CPEJOCTEHUS

Ouenb yacTo OcTpslii pecriupaTopHbIi JUCTPECC-CUHAPOM, OTEK JIETKUX

KenynouHo-KHIIEYHBIE HAPYLIEHUS

Yacto Hexpotuzupyromuii KoauT

YacToTa HEeu3BECTHA H{eﬂy,I[O‘{HO-KI/IH_Ie‘{HHﬁ HCKPO3, A3Ba KCIIYAOUHO-KHIICYHOI'O

TpaKTa, MTHCBMATO3 KUIICYHUKA U IICPUTOHUT

Hapymienus co cTopoHbl EUEHU U JKETUEBBIBOJSIIINX Ty TEH

YacroTra Hen3BecTHa [TopaxeHnue neueHu, runepOUITUPyOUHEMUS

HapyiieHns co CTOpOHBI KOJKH U ITOJKOKHBIX TKaHEH

Yacto [lemymenre Koxu

% M3MeHeHHe TMYHOCTH OBLIO 3aPETUCTPUPOBAHO B COUETAHHH C AUC(YHKIMEH TOMOBHOTO MO3Ta H MOBKEUKa
6 C nocieayromum jeTanbHbIM HCX0A0M

Onucanye OTIeILHBIX HEXKEIATEILHBIX PEAKIINT

VY NanueHToB, MOJNYYaBHIMX SKCIEPUMEHTANbHYIO TEpamui0 CPEeJHUMHU Jl03aMM IMTapaOuHa
(1 1/M%) B coderaHMu C JPYTHMH XHMHMOTEpaneBTHYeCKMMH Ipenaparamu  (M-AMCA,
nayHopyournma, VP-16) W B BHIE MOHOTEpanmuH, 3aperucTpupoBaH UG Y3HBIH
MHTEPCTULMAIIbHBIA THEBMOHUT 0€3 SIBHOI NPUUYUHBI, BO3MOXHO, CBSA3aHHBIN ¢ IIUTapaOuHOM.
[Tocne 3kcriepUMEHTaIbHOW TepanuK BHICOKMMHU J03aMU IUTapaOuHa, MPOBOAMMOM MO MOBOILY
pPEeLUIUBUPYIOLIETO JIEMKO3a, 3aperuCTPUPOBAH BHE3AIHO Pa3BUBLIUNICSA pPECIUPATOPHBII
TMICTPECC-CUHIPOM C OBICTPHIM MPOTPECCUPOBAHUEM IO OTEKA JITKHX M PEHTIeHOTpaduIecKH
MOATBEPKACHHON KapMOMETraaueii; 3aperucTpupOBaH JETaIbHbIA UCXO/.

Humpamexanvrnoe npumenenue

Haubonee 4yacTto perucTpupyeMbIMH pEaKIUsIMH, BO3HUKAIOIIMMHU MOCIE HHTPATEKaJIbHOTO

BBEJICHUS, ObUIM TOIIHOTA, PBOTAa M JIMXOPAAKa; TaKHE PEAKIMU XapaKTePU3yIOTCS JIETKOU
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Taxke OTMEUaIuCh CIydar HEKPOTU3HUPYIOIIEH JeiKoIHIIe(haIomaTHH ¢ CyI0poraMu U 0e3 HHX;
B HEKOTOPBIX CIIy4asiX MalMEHThl TAKXKe MOIy4yalu Tepanuio B BUIE UHTPATEKaIbHOTO BBEICHUS
METOTpeKcaTra W/WIW THAPOKOPTU30HA, a TakKe OOIydeHHs HEHTPalbHOM HEPBHON CHUCTEMBI.
3aperucTpupoBaHa HM30JUPOBAHHAS HEHPOTOKCUYHOCTb. Y JBYX MAalMEHTOB, HAXOMASIIUXCS B
COCTOSIHMM  PEMHCCHH, JICYUCHUC KOTOPBIX BKJIFOHAJIO KOM6I/IHI/IpOBaHHYIO CUCTCMHYIO
XUMHOTEpPAIUI0, MpoduIakTHueckoe oOONydYeHHe LEHTPaJbHOM HEPBHOM CHUCTEMBI U
MHTpAaTeKaJbHOE BBECHUE IUTapaOUHa, Pa3BUIIACh CIEMOTA.

COOGH.ICHI/IG 0 IOA03PEBACMBIX HCKCIATCIbHBIX PCAKIINAX

BaxxHO coo0mIaTe 0 1mo103peBaeMbIX HeXeNaTeIbHBIX PEAKIUAX MOCIIE PETUCTPAIIAY TIPeTapara C
HeNbl0  OOecreueHus: HENpPepbIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «IOJb3a — PUCK»
JICKapCTBEHHOTO Tpemnapara. MeIuIuHCKAM pabOTHUKAM PEKOMEHIyeTCs COOO0IaTh O JII0ObIX
[I0JI03PEBAEMBIX HEYKENIATEIbHBIX PEAKLUAX JIEKAPCTBEHHOIO Ipenapara 4yepe3 HalMOHaJIbHbIE
CHCTEMBI COOOIICHHS O HEXeNaTeNbHBIX PEeaKIHUsIX TOCYAapCTB — WICHOB EBpa3umiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @enepanns

Oenepanbaas Ciayx0a 1o Hax30py B chepe 31paBoOXpaHEHHS

Anpec: 109012, r. Mocksa, CnaBstHCKasl TiIomaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B MH(pOpPMAIIMOHHO-TETIEKOMMYHHUKAIIMOHHOM ceTu « IHTepHeT»:
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMOTOMBI

XpoHuYecKkas mepeio3upoBKa MOXKET MPUBECTHU K TKENIOHN AETPECCUU KOCTHOTO MO3Ta, KOTopast
MOYKET COIIPOBOXKJIATbCSI MACCUBHBIM KPOBOTEUEHHUEM, DPA3BUTHEM ONACHBIX MJS JKU3HU
UHQEKIHA, a TakKe TMPOSBICHHEM HEHPOTOKCHUYECKOTO AeWcTBUs. IIpuMeHeHne murapabuHa B
BH/le BHYTPHBEHHOH MH(y3uu B 103e 4,5 T/M> B Teuenue 1 yaca kaxasle 12 wacos 12 Kypcos
MPUBOAMIIO K 3HAYUTEIILHOMY YBEIMYCHHIO HEMPOTOKCUYHOCTH U JICTAIILHOMY UCXOY.

JleueHnne

[Mockonbky ams nuTapadbuna HeT 3P PEeKTUBHBIX aHTHOTOB, KAXKI0€ BBEACHHUE MIperiapaTa ClieayeT
OCYUIECTBIISITh OY€Hb 0CTOpPOXKHO. Eciiu nmpousoliiuia nepeno3upoBka, To HEOOXOAUMO MTPOBOIUTH
BCIIOMOTaTeIbHbIE MEPOIPHUATHs (TeMoTpaHcdy3us, aHTUOMOoTUKOTEepanusi). B ciydae Tsoxenoi
NEPEJO3UPOBKH, MPOUCHIEANIEH BO BPEMsI MHTPATEKAJIBHOTO BBEIEHUS, CIEAYET MPOM3BECTU

IMMOBTOPHBLBIC JIIOoMOaJIbHEIC IIYHKIOWUA  JJIA oOecreueHus 6I>ICTp0FO ApCHAXa CIMHHOMO3TOBOM
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nepdy3uen.
[{uTapabuH MOXXET BBIBOAMTHCS TpH remomuanu3e. OgHako wHbopManus o0 3ddexTuBHOCTH

FCMOHHaHHSanHIHepeﬂOSHpOBKeIHHBpaGHHa(HYYTCTByeT

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. ®apmakoauHAMHUYeCKHe CBOMCTBA

®dapmMakoTepaneBTUYECKas Tpymma: MPOTUBOOMYXOJEBbIE CPEACTBA; aHTUMETA0OIHUTHI; aHAIOTH
NMUpuMHIHA

Kon ATX: LO1BCO1

MexaHu3M aeiicteud ¥ dhapMakoauHaMudeckue 3O GHEKTHI

[urapaObuH OTHOCUTCS K TpyIIe aHTUMETAOOIUTOB MUPUMUAMHOBOTO OOMEHA W SIBISETCS S-
¢azocnenmupuunsiM npenaparom. Topmosur cunte3 JIHK B kimerke. AHTHIEHKEMHUYECKYIO
aKTHUBHOCTH Tpemnapar npuolperaeT B pe3ynbrare (HochopHInpoBaHus B apaOMHO3WI UTO3HH
tpudochar (Apa-LITD), kotoperii koHKypeHTHO MHrHOUpyeT JIHK-mommmepasy. Kpome Toro,
uMeroTcs JaHHble, uto cunte3 JJHK mHrubupyercs taxxke 3a cueT BCTpaWBaHUs LUTapaOvHa B
JHK u PHK.

W3BecTHO HECKOIBKO MEXaHW3MOB Pa3BUTHs PE3UCTEHTHOCTH K IUTapaOWHy: MHTMOMpOBaHUE
MEMOpPaHHOTO TpaHCIOpTa, NehunuT Gochopmmpyromux GEepMEHTOB, MOBBIIICHHAS aKTHBHOCTh
WHAKTHUBUPYIOMUX (HepMEHTOB, CHHKEHHOE cpoacTBo JHK-nomnMepaspl niau MOBBIICHHBIN Ty
neokcu-1{Td. [{utorokcuyeckoe NEHCTBUE AOCTUTAETCS MPHU CO3JAHUU MOCTOSHHBIX, BBICOKUX
BHYTPUKJIETOUHBIX KOHIIeHTpauui Apa-L[T®.

5.2. apmakoknHeTHYECKHUE CBOWCTBA

AOcopOr1us 1 pacupeecHue

IIpu HempephIBHBIX BHYTPUBEHHBIX MH(Y3MAX HUTapabuHa B 0OBMHEIX 103aX (100-200 mr/m?
MOBEPXHOCTHU TeJa) TOCTUTAIOTCS KOHIEHTpauuu, paBHele 0,04—0,6 MkMonb/in. [Ipu moaKokHOM
BBEJICHUM MaKCHUMaJlbHasi KOHLIEHTpalus B Iu1a3me gocturaercs B TeueHue 20—60 MuHyT. 3areM
OPOMCXOOUT  AByX(azHOE CHWKEHME KOHIEHTpauuu. llutapabuH mnpoHukaer depes
rematosHuedamnueckuit 6apsep. I[locne HenpepbIBHONH MH(Y3UU B CIIMHHOMO3TOBOM JKUAKOCTH
JocTUraeTcst KonteHtpauus, pasaast 10—40 % ot KOHIEHTpaluu B I1a3Me.

buorpancdopmarms

[Tocne BHYTPUBEHHOTO BBEICHMSI LHUTApaOWH OBICTPO W TOYTH TOJHOCTBHIO TMpEBpaIlacTcs B
HEaKTUBHBIN ypari-Metabonut Apa-Y, moj AecTBHEM IUTHIWHAC3aMUHA3bl B MEYCHH U B
JIPYTUX TKaHSIX.

HesnaunTenpHas yacTh nuTapabuHa noasepraeTcst GpochopumpoBaHUIo MO ACHCTBUEM KHHA3
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CBs13b ¢ OenkaMH IU1a3Mbl cocTasisgeT 15 %.

ONIMMUHALS

[Tepuox monyBbIBeneHus: B HauanbHOU (pase cocrapnsieT 10 MUH, B KOHEUHOH — mpumepHOo 1-3
yaca. [lockonbky akTuBHOCTH Ae3amuHaszbl B [[HC muHMManwHa, BhIBeIEHUE IUTapaOWHA U3
CITMHHOMO3TOBOM JKMJIKOCTH TPOUCXOAUT MEUICHHO, UM MPU ATOM TEPHO €T0 TOJIYBBIBEIACHUS
cocrasisieT 2—11 gacos.

ITocne BBegeHMsT OOBIYHBIX WIIM BBICOKHX 103 TOIBKO 4—10 % OT BBEAECHHOH 1035l BBIBOAUTCS
MOYKaMM B HEU3MEHEHHOM Buje. B mepBbie 24 uyaca 71-96 % BBeneHHOro mnpemnapara

oOHapyxuBaeTcsi B Moue B popme Apa-V.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BcIOMOraTe/ibHbIX BelIECTB

[MoBunon (IlomuBununmupponuaon, [nacaon K-17)

6.2. HecoBmecTHMOCTH

He cnemyer cmemmBarh B OJHOM INMPHIIE WU KamelbHUIIE C JPYTHMH Tpernaparamu:
(dapMaleBTHYECKH HECOBMECTUM C TeHNapUHOM, WHCYJIMHOM, (hTOPYpAIMIIOM, OKCAIMIIIMHOM,
OCH3WITCHUITUIUTHHOM, METWINPEIHU30JIOHOM W JPYTHMH, 332 HCKIIOYCHUEM YKa3aHHBIX B
paznene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

HeBckpuIThlil ditakoH

3 rona.

IIpuUroToBIIEeHHLINA paCTBOD

[Tocne pacTBOpeHUs Ipenapara B paCTBOPUTENE, HE COJIEpKallleM KOHCEPBAHT, XPaHUTh PacTBOP
IpU KOMHATHOW TeMIepaType B TedeHue He Oonee 48 yacos.

[Tocne pactBopeHust mpemnapara B pacTBOPHUTENIE, COAECPKALEM KOHCEPBAHT, UCIOJIb30BaTh KakK
MOXKHO CKOpee.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

B 3amumieHHoM OT cBeTa MecTe MpH TemMiieparype He Bbitie 8 °C.

VYcnoBus XpaHeHus Nocie NPUroTOBIIEHNUS JIEKapCTBEHHOTO Mpenapara cM. B pasaene 6.3, 6.6.
6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 100 Mr meWcTByrOIIEro BemiecTBa BO (hIaKOHBI OSCIIBETHOTO CTEKJIa | THAPOIMTHYECKOTO
KJlacca, TePMETUYHO YKYIIOPEHHBbIE MPOOKaMU PE3UHOBBIMHU, C OOKATKOM KONMauKaMH ajtoMo-
IJIAaCTUKOBBIMHU.

1 (hmakoH ¢ MHCTPYKIMEH MO0 TPUMEHEHHIO TOMEMIAIOT B TAYKy M3 KapTOHA.

16



ot 28.03.2025 N2 8396

ITo 5, 10 ¢akoHOB ¢ penapaToM BMECTE C MHC DVKUI/IeIL/ﬂr_o hEEMHJngEMe;Ha B ﬁtlctﬂlncv C

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

neperopoakaMu UM CriciruaJIbHbBIMU THE3IaMU U3 KapTOHA.

ITo 35, 50, 85 wimm 100 ¢nakoHOB ¢ TpemaparoM ¢ PaBHBIM KOJUYECTBOM HHCTPYKIMH I10
MPUMEHEHHUIO MMOMEIIAIOT B KOPOOKY U3 KapTOHA (7Sl CTAIllHOHAPOB).

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUYTOKEHHMH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTXO0A0B, TMOJYYEHHBIX TOcCJe TNpPUMEHEeHUus
JIEKapCTBEHHOI0 Mpenapara, 1 Apyrue MaHUMYJsIUU ¢ penapaToM

HHCcTpyKIIMHU 10 O6DaH_IeHI/IIO C IMTOTOKCUYCCKHMMMU IIpCriapaTaMu

Tak kak 1murapaOuH 001agaeT TepaTOreHHbIMH W MYTAareHHbBIMH CBOWCTBaMH, NPH paboTe ¢
npenaparoM [utapadbun-JIDHC HeoOxomumo cobitonaTh OCTOPOKHOCT. Pa3BoauTs mpenapar
CJIEJlyeT B aCeNTHYECKHX YCIOBHSAX, B CHEIMAIbHO OTBEICHHOM IIOMEIICHUH. DTHM JIOJKCH
3aHUMAaThCs TOATOTOBJICHHBIM mepcoHasl. HeoOXoauMo TpUHMUMATH BCE MEphl  JUIS
NpPEOTBPALICHNUs TOMaJaHus pacTBOpa LUTapaOMHAa HAa KOXY M CIHM3UCThIE OOOJIOYKH, B
YaCTHOCTH TIOJIb30BAThCS 3alIMTHOW OJEKION (XajaT, IIanmo4yka, Macka, OYKA M OJHOPA30BbIC
nepuatku). [lpu momamanwu 1muTapabuHa Ha KOXY WM CIH3UCThIE 000JIOYKH HEO0OXOIMMO
TIIATEILHO MMPOMBITH MBUIOM M BOJIOH K00 (TJ1a3a) OOJIBIINM KOJTHYECTBOM BOJIBI.

MHCTpYKIIKS 10 IPUTOTOBJICHUIO JIEKAPCTBEHHOIO IIpelapaTa neped IpUMEHESHUEM.

JInodumuzar pasBogauTcs Bogo st nHbeKuid wiu 0,9 % pacTBopoM HATpHs XJIopuaa, Wik 5 %
pacTBOpOM JEKCTPO3bI, KaK ¢ KOHCEPBAHTOM, TaK U 0€3 Hero.

KonrnenTpanus rutapabuna He 10oJpKHA mpeBbimarh 100 mr/mo.

PactBoputTens s MHTpAaTEeKadbHOTO NPHUMEHEHHUS M BBICOKOIO3HOW Tepamuu He JOHKEH
coiep)KaTh KOHCEPBAHTOB (OEH3WIIOBOTO CIMPTA), B 3TOM Ciaydae oObIYHO Hcmonb3yoT 0,9 %
pacTBOp HATPHSI XJIOPUAA.

[Tocne pacTBOpeHHs Ipemnapara B paCTBOpUTEINIE, HE COJIEpKallleM KOHCEPBAHT, XPaHUTh PacTBOP
IpY KOMHATHOW TeMIepaType B TedeHue He Oonee 48 yacos.

[Tocne pacTBopeHus mpemnapara B pacCTBOPHUTENE, COAEPKAIleM KOHCEPBAHT, UCIOIb30BaTh Kak
MOXHO CKOpee.

[IpaBuia oOpamenus ¢ npenaparoM I{urapadun-JIDHC

[Ipenapar coBMECTHUM CO CIEAYIOUIMMH BELIECTBAMU B ONpPENETICHHBIX KOHIEHTpauusix: 5 %
pacTBOp AEKCTPO3bI B BoJe — B TeueHue § 4; 0,8 mr/mi pactBop rurapaduna u 1,0 Mr/mi pactBop
nedanoruna; 0,4 mr/mia pacteop murapadbuna u 0,2 mr/mi pactBop Harpus ¢ocdara; 16 MKr/mi
pacTtBop 1uTapabmHa U 4 MKI/MJI PacTBOp BUHKpHCTHHA. l[[uTapaOWH Takke COBMECTUM C
METOTPEKCATOM.

HMHCTpYKIINS 10 YHUUTOXKSHHUIO IIperapara
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YCTaHOBJICHHBIMHU HAIIMOHATBHBIM 3aKOHOIATEIIHCTBOM TPEOOBAHHSIMH.

7. AEPKATEJIb PETUCTPAHUMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanns

000 «<BEPOD®APM»

FOpunnueckuii anpec: Poccuiickas ®@enepanust, 601125, Bnagumupckas o61., [lerymmackuit
paiioH, noc. Bonbrunckuii, yi. 3aBoackas, Baaaenue 120.

Ten./akc: (4922) 37-98-28.

OnexTponHas noyra: info@yveropharm.ru

7.1. [IpeacTraBuTEb AepPKATEIA PErHCTPANMOHHOIO YA0CTOBEPEHNS

[Iperen3un norpeduTENE HAIPABIATH 110 JPECY:

Poccuiickas @enepanus

000 «<BEPOD®APM»

Anpec: Poccuiickas ®enepanus, 115088, r. Mocksa, 2-it FOxuonopToBsIii mpoesn, a. 18, ctp. 9,
3Tax 2.

Temn: +7 (495) 797-57-37

@axc: +7 (495) 792-53-28

OnekTpoHHas noyta: info@veropharm.ru

8. HOMEP PETUCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOW PETMCTPAIIMUA (IIOATBEPXKJIEHUS PETUCTPAIINU,
INEPEPETUCTPALINN)

JlaTa epBoOi perucTpanum.

10. JATA IIEPECMOTPA TEKCTA

OOmas xapakTepuCTHKa JeKapcTBeHHOro mpemapara [urapabun-JIDHC pocrymna Ha
uHGOPMallMOHHOM TmopTajie EBpa3uiickoro SKOHOMHYECKOTO C€OI03a B HH(OPMAIMOHHO-

KOMMYHHUKaIIMOHHOH cetn « THTepHeT» http://eec.eacunion.org/
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