e

COOTBETCTEBYET 2KCNEPTHOMY OTYETY
or 12122024 N2 27511
s 1R 11 W

(Bxopawmia M3 N=4281073

MHIHUCTEPCTBO 3IPABOOXPAHEHUS POCCUACKON ®EJEPAITHHA

HHCTPYKIS 10 MEAUIUHCKOMY IPUMEHEHHMIO JEKAPCTBEHHOT'O
IIPEIIAPATA

Joxrop Taiice IxuHanen Hacroiika

Perncrpausonnstii nomep: IIN011637/01

Toprosoe nHaumeHosanne: Jloxrop Taiicc DxuHalen HacTolKa
MezxyHapoaHoe HelTaTeHTOBAHHOE HJIH FPYNIIHPOBOYHOEe HAHMEHOBAHNE
He npuceoeno.

JlexapcrBennas dopma

Kannu nns npreMa BHYTpb.

Cocrae

Cocras:

deticmeyrouyee seujecmeo; DXUHALEH TPABH CBexeit HacToika' 33,300 r

écnomozamenvHble Geujecmea. Boaa ounieHHas 42,444 r, sraHon (CUPT 3THAOBEII) 96 % 24,256 .
! B kavecmee deticmeayiowezo seujecmea ucnonssyemes Hacmolixa 20Meonamu4eckan MampuiHas.

Onucanue
Ceernag  KenTo-3ejieHas JKHUJAKOCTB * € apoMaTHyeckuMm 3anaxoMm. Ilpy XpaHeHHMM MOXeT

oﬁpasoamnaucﬂ 0CazoK.

dapmakoTepaneBTHUYECKas rpynmna
HNMMyHOCTHMYJIHPYIOIEE CPEACTBO PACTHTENIBHOTO IIPOHCXOMKAEHHUSL.
Koa ATX: LO3AX

dapMmakoJoruiueckne cBoiictea
PacTaTenpHBI Npenapar oKa3bIBaeT HMMYHOCTUMYJINPYIOLIEE U POTHBOBOCHAINTENBHOE

IelicTBHe.

ITokazauns k NpUMEHEHHIO

Mpodunaxraka OPBU u OP3. Jleuenne npocTy AHBIX 3a001€BanHMii 1 rpunna (Ha4ansHbIE CTaJMK B

cocTaBe KOMIUIEKCHOM Tepanuu). HMHbeKUHMOHHO-BOCTANUTENbHEIE 3a00NIeBaHUsL HOCOTJIOTKH,
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pOTOBOI TMOJIOCTH, pELHAMBUPYIOIIHE HWHPEKLMH [ABIXATENbHbIX M MOYEBBIBOAALUMX IMyTei

(BcriomorarebHOE CPe/ICTBO).

IIporuBonokazanus

- [ToBbilIeHHAst YyBCTBUTENBHOCTb K KOMIIOHEHTaM Mpenapara U ApYyriM pacTeHUsIM ceMeiicTBa
acTpoOBbIX (CJIOKHOLBETHBIX);

- MPOrPECCUPYIOIIIME CUCTEMHBIE U ayTOUMMYHHBIE 3a001eBaHus (TyOepKyes, 1eiKo3, paccesHHBbINH
CKJIEpO3, KOJIJIAreHO3, CAapKOM/103 U JIp.);

- cocrosiina ummyHoaeduimra (CITU]L u BUY-undexuus) 1 uMMyHocynpecchu (B T.4.
LMTOCTAaTHYeCKasi POTHBOOIYXO0JIEBask Tepanus, TPAHCIIAHTALMsS OPraHOB MJIM KOCTHOTO MO3ra B
aHaMHese);

- GepeMeHHOCTb U MepHOJ| FPYHOr0 BCKapMJIMBAHHS,

- ieTckuii Bo3pact 1o 12 ser.

C 0cTOpPOKHOCTBLIO

CyuiecTByeT BEpOSITHOCTb BO3HHKHOBEHMS aHA(DMIIAKTHYECKUX PEaKLMil y MalueHTOB C aTOMMUEH.
['pynny pucka TakkKe COCTABIAIOT MALMEHThl C OSMUJIENCHEH, aIKOTrOJIW3MOM, C HapyLICHUAMH
(yHkumii neyenu, 3a001€BaHUAMH rOJIOBHOTO MO3ra, Y€PENHO-MO3roBOM TPaBMOI.

Ileped npuemom npenapama ciedyem npoKOHCYIbMUPOBAMbCA C 6PAYOM.

Ipumenenne npH GepeMEHHOCTH H B NIEPHO/l FPY/IHOTO BCKAPMJIHBAHHS
[lpumenenue mpenapara npu OepeMEHHOCTM W B MEPHOJ  TPYAHOrO  BCKapMIIMBAaHMS
NPOTHBOMNOKA3aHO, MOCKOIbKY 0e30MacHOCTh NMPUMEHEHHMs Mpenapara He H3yyeHa y /JaHHOH

KaTeropuu nalueHTOB.

Cnocob npaMeHeHHsl ¥ 103bl

BHyTpb, HE3aBUCUMO OT NpHeMOB nuiiy. [lepe npumeneHnem B30aTIBaTh.

Bapocnsie u aetu crapuie 12 ser:

- B npodunakTuueckux uenasx 3 pasa B aeHb no 20-30 kanenb (B TeYSHHE HECKOJIbKHX CEKYHJ
JepIKaTh BO PTy, He roTas), B nepuoj snuaemuii rpunna, OPBU u OP3, a Takke B Xx0n10/H0€ Bpems
roja, 0CoOEHHO OCEHbIO ¥ 3UMON;

- IPH OCTPbIX COCTOAHMAX 0AHOKPATHO S0 KareJb, 3aTeM no 10-20 kanenb KaXapli yac, Ho He OoJiee

3 pa3 B aieHb. [Ipu yiyuieHnu coctosuus npunumars 1o 10-20 kanesns 3 pasa B A€Hb.
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Jleyenne cneAyer Ha4MHATH NP NEPBHIX NPU3HAKax NPOCTYABl. Ecam cuMITOMBI COXpaHAOTCA '
Gonee 10 mmell Ha (QoHEe NpHMEHEHUsA NEKapCTBEHHOTO Npenapara MM YCyryGnsioTcs, WM

TOABJIAIOTCA HOBEIE CUMIITOME! (B T.4. BEICOKAs TEMIEPATypa), ClIeAyeT 0OpaTHTLCA K Bpayy.

Kypc npodunaxruyeckoro npuMeHeHus npenapaTa B CpelHeM COCTABJIACT 2 HeJeNH.

Cpenuuii Kypc neyenus cocraBiseT 2 Hegenu. Kypce neueHns He JOJDKeH peBblIaTs 8 Helens.

Jna npoBeneHNs NOBTOPHEIX KYPCOB JIeUeHHs He00X0AMMa KOHCYJIbTAlus Bpaya.

IToOounoe aeiicreue

YacroTa oDOYHKIX peakiumii MpeIcTaBIeHa CoracHo cleyomel Kiaccu(puKalyu: 04eHs JacTo (>
1/10), gacro (ot > 1/100 po < 1/10), neuacro (ot > 1/1000 ao < 1/100), peaxo (o> 1/10 000 o <
1/1000), ouens peaxo (<1/10 000), wactora HeusBecrHa (HAHHBIX i1 OLEHKH YaCTOTEHI
HEJOCTATOYHO).

Hapviuenuss ¢o crmoponbl xooict U n0OOK0JICHbIX mKaneii

YacToTa HEM3BECTHA: AIIEPTAUECKUE PEaKLUK (TUTIEPEMUS KOXKH, OTEK JIALA, O/IBIIIKA)

Hag@euwz €O CIMOPOHRbL cegt)ya
YacroTa HeU3BECTHA: CHHIXCHHE ApTCPHAIBHOTO NABJICHHS.

Hapywenua co cmoponber Heperoit cucmenbvr
YacToTa HEN3BECTHA: TOJIOBOKPYIKEHNE
Ecnu moOple M3 yKa3aHHBIX B MHCTPYKIMHM NOOOYHEIX peakuuit ycyryOnstores uinu Bel 3ameTnu

moOxie Apyrue nobouHbIe peakuiy, He yKa3aHHbIe B HHCTPYKIMH, coob1uTe 00 3TOM Bpauy.

Ilepeno3upoBka
ITpn npeBbllIEHWH PEKOMEHAOBAHHBIX JI03 BO3MOXKHO DPa3BHUTHE TOINHOTHI, PBOTHI, HapyuIeHUH
MHIIEBAPEHHS, FOJIOBHOMN GOJIH M NOBEIIEHHON BO36Y IMMOCTH.

HpH NEpEeao3nPOBKE IMOKa3aHO NMPOMBIBAHHE KCIIy KA, & TAKIKC CHMIITOMATHYUCCKas TEPAITn.

B3aumopaeiicTBHe ¢ APYrUMH JIeKapCTBEHHBIMH CpeICTBAMH

OraHoN, BXOAAUMH B COCTaB, MOXET BIHATH Ha 3(Q(EKTHBHOCTh JPYTHX JEKAPCTBEHHBIX
npenaparoB. OJHOBpEMEHHOE IPUMEHCHHE C JIEKapCTBEHHBIMM CPEJCTBaMM, COJEpXKallMH,
HanpuMep, MPONKICHIIIMKONb WM 3TAHON MOTYT MNPHMBECTH K HAaKOMIEHHMIO 3TaHOJN2 M BEI3BAThH

-

HEXKCJIATC/IbHBIE pEAaKIU .
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Ecnu Bot npumenneme eviuienepequcnennvie unu opyzue 1ekapcmeentvie npenapamel (6 mom yucne
bespeyenmypnvie), neped npumenenuem npenapama «Loxmop Taiicc Oxunayeu nacmotixan»

HPOKOHCYTLMUPYIimecs ¢ 8payoM.

OcoOble ykazanus

TNomyTHEHHE M OCAJIOK, KOTOPblE MOTYT 06pa30oBaThCA NpPH XpaHEHUM MpenapaTa, HE OKa3bIBAIOT

BJIUSHHSA HA €ro KayecTBo U 3((exTHBHOCTS.

JlexapcreeHHsli npenapar «Jloxrop Taiice OxuHauen HacTolika» coaepxut 395 Mr ciupTa (3TaHO0Na)

B KaX¥IOM MI, 4r0o SKBHBaJIeHTHO 422 Mr/r. Copep:xaHue abGCONIOTHOTO STHIJIOBOrO CHHpTa B

MakcHManbHOH pasoBoit mpodunaxruueckoit mose npemapara (30 kanens) cocraenser 551 Mr, B

MaKCHMAJIBHO# CYTOUHO# NpodHIakTHUecKoii fo3e (90 Kanens) — 1652 Mr, B MAKCHMAIBHOI pa3oBOM
" neueOHoit jo3e (50 xanmens) — 918 Mr, MakcuManbpHOM Cyro4HOH jedebHol nose (110 xamens) —

2019 mr.

Biansinue Ha cniocoGHOCTh YNPABASITL TPAHCIOPTHBIMH CPeACTBAMH, MEXaHU3MAMH

INpenapar comepxut 3TaHon (cM. pasjen «Ocobble ykazaHHA»). B nepHoj JeyeHHs npenaparoM

CleYeT BO3AEPKATECS OT BHINONHEHHS MOTEHUHATBHO ONACHBIX BUOB AEATENHHOCTH, TpeGyIoHuX
NOBHIIEHHOH KOHLUEHTPALMH BHMUMAHMA M OBICTPOTH! NCHXOMOTOPHBIX peakuuii (ynpaBneHus
TPAHCIIOPTHEIMM CpelicTBamMy, paboTa ¢ JABIKYUMMHCA MexaHu3Mamy, pafora aucneruepa,

omneparopa).

@dopma BbITYCKa

Kannu juta npuema BHYTpE.

ITo 50 mn npenapara Bo (JIAKOHBI KOPHYHEBONO CTEKNA C 3aBHHYMBAIOINEHCA KpHILUKOH M3
nonunponuneHa (PP) u npobkoii-kanensHuuei u3 nonnstunena (LDPE). 3aBuHuMBatoIascs Kpeliika
JOCTYIHA ¢ 3aLIUTHHEIM KosiblioM M3 nosmatHieHa (HDPE) (koHTponeM nepBoro BCKpBITHs) MK 6e3
HEro.

Kaxamii ¢nakon BMecTe ¢ MHCTPYKUMeEH 10 MEIMLIMHCKOMY IIPHMEHEHHIO NTOMEIIAETCA B NaYKy M3

KapTOHa.

YciaoBus XpaHeHHS
Xpauuts npu Temneparype He Beime 25 °C.

XpaHuTh B HEAOCTYNHOM JJIA IETEH MecTe.
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Cpok rogHocTH
3 rona.
Cpok roJiHOCTH Mociie MepBOro BCKPLITHA 6 MECALIEB.

He IMPUMEHSATD IO UCTEYCHHH CPOKaA roOIHOCTH.

YcaoBus ormycka

Ornyckator 6e3 peuenra.

Baajenen perucrpaunonnoro yaocrosepenusi / [lponsoaurens
Jp.Taiicc Hatypsapen 'M6X ,
Muxenunwrpacce 10, 66424 XomOypr, ['epmanusi.

Opranun3zanusi, (PUHHMAIOIIASI TPETEH3HH noTpeduTes
000 «/Ip. Taiicc HatypBapen Pyc»

142434, Poccusi, MockoBckast 061acTb,

r.o. boropoackuii, 1. Hosoe Iloass3zHoBo,

tep. [Tpommnomanka Ne 1, a. 2, crp. 1, nomeut. 304

Ten. +7(495) 980-60-10

On.agpec: safety@dtnr.ru

P)’KOBOJIHTeﬂb AenapTaMeHTa perHCTpaum: {;é

00O «/lp. Taiicc HarypBapen Pyc» Hosukosa H.A.
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