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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 20.08.2024 N2 17336
(Bxopawmin M3 N24292267)

MUHHCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKOM ®EJEPALIAU

MHCTPYKIUA

10 MEIMIIUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOTI'O IIperapara

Dcom®

JlPlO(l)l/lJ'll/BaT AJIs1 IDUTOTOBJIEHHS PacTBOpa AJisi BHYTPUBEHHOI'O BBe/I€HH S,

40 mr

Xerepo Jladc Jlumuren, Uuans

N3menenue Ne 2

JaTta BHecenns I3MeHeHH «

» 20 .

Crapas pegakuusi

HoBasi pepakuus

ITo6ouHoe neiicTBue

Hwmxe npuBeneHbl HexenaTebHbIE peaKiuH,
OTMEUYEHHbIE B KIIMHUYECKHUX MCCIIEL0BAHUIX
U MpH TOCTMAapKETHHITOBOM NPUMEHEHHH
npenapara.

Yacrora HexenaTeNbHBIX peakUil MpuUBee-
Ha B BUJE CIIEAYIOLIEH Ipajlaliiu: OYeHb Ya-
cemo (= 1/10); wacmo (ot > 1/100 no < 1/10);
Heyacmo (ot = 1/1000 o < 1/100); peoko (ot
> 1/10000 po < 1/1000); ouens pedxo (<
1/10000), yvacmoma neuzéecmna (Ha ocHOBa-
HUU UMEIOUIMXCS JIaHHBIX OLIEHUTh HEBO3-
MOYHO).

Hapywenun co cmopoust kposu u numea-
MUYeCcKou cucmemul

Peoko: nelikonenus, TpoOMOOLIUTONEHHS;
Ouenv peoxo: arpaHyJOUMTO3, MaHLUTOIE-
HUS.

Hapywenus co cmoponst ummynnoii cucme

ITo6ouHoe geiicTBHe

Humxe npuBeneHsl HexenaTelbHBIE PeaKlWH,
OTMEYEHHBIE B KIIMHUYECKUX MCCIIE0OBAHUAX U
TpH MOCTMAaPKETUHIOBOM MPUMEHEHHH TIpena-
para.

YacroTa HexenaTeNbHbIX peakUuil NpuBeaeHa
B BUJIE CJIEAYIOLLEH rpafiauuu: ovens yacmo (>
1/10); wacmo (ot > 1/100 no < 1/10); nevacmo
(or > 1/1000 no < 1/100); peoxo (ot > 1/10000
no < 1/1000); ouvenv peoxo (< 1/10000), ya-
cmoma HeuzéecmHa (Ha OCHOBAHMM MMEIO-
IIMXCS JAHHBIX OLIEHUTh HEBO3MOJKHO).
Hapywenua co cmoponsl Kposu u 1umdgpa-
mu4ecKou cucmemot

Peoko: neiikoneHus, TpOMOOLIUTONEHUS;
Ouenw pedko: arpaHyJIOLMTO3, TAHIMTONEHMUS.
Hapywenus co cmoponst ummynnoii cucme-

Mbl




Mbl

Peoko:

—

peakuuu TUNEPYYBCTBUTECIIBHOCT

CABE PEEYE T SECRRBTRIRT I THE
(Hanpumep,0T ikOpadrdd letvoréspoTrye-

(HanpuMmep, TUXOpajKa, aHTMOHEBPOTUYECKUM

OTeK, aHaunakTHyecKas peax-
1Ms1/aHapUITaKTHUECKUH LIO0K).

Hapywenusa co cmoponsl obmena éeuwiecme u
nUmManus

Heuacmo. nepudepryeckue OTeKu;

Peoko: runoHarpuemus;

OueHv pedko: TUMIOMAarHUEMHUs, TUIIOKaJbLHe-
MHs BCJIEACTBHUE TSDKEJIOW T'MIIOMarHUeMHH,
TUIOKAJTHEMHUS] BCIIEICTBUE TUIIOMarHUEMHUH.
Hapywenus ncuxuxku

Heuacmo: 6ecconnuya;

Peoxo: penpeccus, Bo30yxkJeHWe, 3amelia-
TEJBCTBO;

Ouenv peodxo: TalNIIOLMHALIMKM, arpecCUBHOE
TIOBE/IEHHE.

Hapywenus co cmoponst HepeHoil cucmemsl
Yacmo: ronoBHas 60Ib;

Heuacmo: ronoBokpyxeHue, NapecTe3uu, CoH-
JIMBOCTb;

Peoxo: napyuieHue BKyca.

Hapywenus co cmoponsl opzana 3peHus**
Peoko: HeueTKOCTh 3peHusl.

Hapywenus co cmoponst ovixamenvHoul cu-
cmembl, Op2aHo06 Z2pyOHOU K1emKu u cpeoo-
cmenusa

Peoko: GpoHxocnasm.

Hapywenus co cmoponst scenydouno-
KUWeYHo20 mpakma

Yacmo: 601b B )KUBOTE, 3a1I0p, AUApesi, METEO-
PH3M, TOLIHOTA/PBOTA;

Hevacmo: cyXocTb BO pPTY;

Peoko: cromarwur,

KaHAUA03  KEJIYyAOYHO-

KHWIIEYHOTO TpaKTa,

TY

I:B.:{IIIJ:HJJ.L"I-} M3 N24292267) .

1Msi/aHaUNaKTHUECKHUH 1OK).

o
CI(IIII

Hapywenus co cmopoHsl odmena eeujecme
U NUMAHUA

Heyacmo: nepudepudeckue oTeku;

Peoko: runoHaTpueMus;

Ouenv pedko: TUIIOMarHUEMHUsl, TMITOKAJIbLU-
€MHs BCJIE/ICTBUE TSKEOW TMIIOMarHUEMUH,
TMIOKATMEMHUs] BCIIEACTBUE TMITOMAarHUEMHH.
Hapywenus ncuxuxu

Heuacmo: 6eccoHHULa;

Peoko: nenpeccus, Bo30yxxaeHue, 3amelna-
TEJILCTBO;

Ouenv pedko: rajlOLMHALMK, arpecCUBHOE
MOBEJICHHUE.

Hapywenusa co cmoponsl nepenoil cucme-
Mbl

Yacmo: ronoBHas 00k,

Heuacmo: ronoBokpy>keHHe, IapecTe3uH,
COHJIMBOCTb;

Peoko: napyieHue BKyca.

Hapywenus co cmoponst opzana 3peHus **
Peoxo: He4eTKoCTh 3peHus..

Hapywenus co cmoponst ovixamenvhoi
cucmembl, Op2anog 2pyoOHou KemKu u cpe-
docmeHun

Peoxko: GpoHxocnasm.

Hapymenuﬂ CO CMOPOHDbI HCenydOYHO-
KUe4Hozo mpakma

Yacmo: 60nb B )KUBOTE, 3a1I0p, AUapes, Me-
TEOPHU3M, TOLIHOTA/PBOTA;

Heuacmo: cyXocTb BO PTY;

Peoxo:

CTOMATUT, KaHAHUO03 XKEIYJ0YHO-

KHUIIE€YHOT'O TpaKTa,




Ouenv  peoxko: MHMKPOCKOTIMYECKHA
(MoATBEPXKACHHBIA M'MCTOJIOTMYECKH).
Hapywenus co cmopoHst nevenu u scenye-
861600AU4UX NyMell

Heuacmo: noBbIlIEeHHE aKTUBHOCTH «TI€YEHOY-
HBIX» (pepMEHTOB;

Peoko: renatur (¢ xenTyxoit unu 6e3);

Ouenv peoko. TieUeHOYHas HEJOCTaTOYHOCTH,

3HUE(danonaTus y maiueHToB ¢ 3aboJsieBaHMs-

MU TIEYEHH.
Hapywenus co cmoponst Kodicu u nookodic-

HbIX MKaHeu

Yacmo: P€aKkiiM B MECTEC BBEACHHA MNpeErapa-

Ta*;
Heuacmo: nepmaTur, 3y, Chillb, KpaliuBHULIA;

Peoko: anoneuus, hoToceHCHOUIU3aLIUS;

QOuenv pedko: MynbTUGOPMHAs 3pUTEMA, CHH-
apom CrtueeHca-J[XKOHCOHA, TOKCHYECKUH 3MH-

J€pMajlbHBI  HEKPOJIM30CTPBIA  FeHepan30-

BaHHBIHM 5K3aHTEMAaTO3HbIH MyCTYyJIe3,
JIEKapCTBEHHAs CHIMNb € 303HHO(UIHEH U
cucteMHbIMU cuMmnToMamu (DRESS-cunapom).
Hapywenus co cmoponst ckenemno-
MbIUEYHOU U COCOUHUMENbHOU MKAHU
Peoko: apTpanrusi, Muanrus;

Ouenwb pedxo: MpllIevHas clnabocTs.
Hapywenus co cmoponst nouek u mouegwigo-
OAUUX nymeii

Ouenb pedko: MHTEPCTHLIMANIBHBII HEpPUT.
Yacmoma neuzeecmua: pucK pa3BUTHs OCTPO-
ro TyOyJOMHTEPCTHLIMATBEHOTO HedpuTa (C
BO3MOXHBIM MIPOTPECCUPOBAHUEM JI0 MTOYEY-

HOW HEZ0CTATOYHOCTH).

KOJIHT

-Eleet ERORE PHKROCKOBHYRGKIH, KofHE

(moaTBepKAEHHLM THE PO IEé s
(Bxopawmia M3 N=4292267)

AN arras

Iy

Heerie.
8b1600AULUX NymMeil
Heuacmo: noBbIlIEeHHE aKTUBHOCTH «Tieye-
HOYHBIX» (pepMEHTOB;
Peoxko: renatur (c xxentyxoi wiu 6e3);
Ouendb pedko: NeYeHOYHAs HEJOCTATOYHOCTD,
3HUedanonaTus y nauueHToB ¢ 3ab0JeBaHu-
MU MEYEHH.
Hapywenus co cmoponst Kodxcu u nookoic-
HbIX mKaHei
Yacmo: peakuuu B MecTe BBEJICHHUS Mperna-
para*;
Heuacmo: nepMatur, 3yJ, Cbillb, KpalMBHH-
ha;
Peoko: anoneuys, poroceHCHOUIM3aLMS;
Ouenv pedko: MynbTU(GOpPMHas 3puUTEMA,
curapoM CtuBeHca-/[KOHCOHA, TOKCHYECKHM
SMUJEPMaIbHBIA HEKPOJIU30CTPHIN reHepau-
30BaHHBIA 9K3aHTEMaTO3HBIH MyCTYJIE3,
JIEKapCTBEHHAs CHIIb C 03UHOPHUIIHEN U
CUCTEMHBIMH CUMITTOMaMHU (DRESS-
CHUHIPOM).
Hapywenus co cmoponst ckenremno-
MbIUEYHOU U COCOUHUMENbHOU MKAHU
Peoko: apTpanrus, Muanrus;
Ouenv pedko. MbllLIeuHas c1aboCTk.
Hapywenun co cmoponst nouek u mouegoi-
600AULUX nymell
Ouenb pedko.: NHTEPCTHLIMANBHBIN HEPPHT.
Yacmoma neuzsecmna: pUcK pa3BUTHsI
OCTPOro TyOyJOMHTEPCTHLIHATIBEHOTO HedpH-

Ta (C BO3MOX>KHBIM MPOTPECCUPOBAHUEM J10

MMOYEYHOM HC}lOCTaTO'{HOCTH), SPCKTHUIIbHasA




Hapymeuwl CO CMOPOHBI HOJI08bIX OP2AHO8 U *E’/E‘E@EWTE'};ET 3|{|: NMEFTHOMY OTYE]

MONOYHBIX dHcene3 Hapyweuz&'fa#:k% 0 ;ilozﬂo'e%;iao 2AHO08
(Bxopawmia M3 N2 429225: )

Ouenb pedxo: TMHHEKOMACTHS. HMOAOUHBIX-dHCeTes

Obwue paccmpoiicmea u HapywieHUA 6 me- Ouenb peoxo.: THHEKOMACTHSI.

cme geedeHusn Obwue paccmpoiicmea u HapyuieHus 6 me-

Yacmo: peakuuy B MecTe BBE/ICHUS Npenapa- | cme é6edeHus

™ Yacmo: peakuuy B MecTe BBEJICHHs Mperna-

Peoko: HetoMoraHue, MOTIMBOCTD. para¥;

* Peakuuu B MecTe BBEJICHUA Npemnapara, B oc- | Pedko: HeJOMOTaHHe, NOTIHBOCTS.

HOBHOM, OTME€YalliCh B KJIMHHYECKOM Hccie- | ¥ Peakuuu B Mecte BBeJeHHs TNpemnapara, B
JOBaHWM MPH Ha3HAYEHUM H30MENpa3ojia B Bbl- | OCHOBHOM, OTMEYAJIWCh B KIMHHUYECKOM HC-
COKoi#i J103¢ B TeyeHHe 3 cyTok (72 yaca). IIpu | creoBaHMM NMpPU Ha3HAYEHUH H30MENpa3zolia
AOKJIMHHYECKOM HM3Y4YE€HHMH 330MeINpasosia JUis | B BBICOKO#H J103¢ B TeyeHue 3 cyTok (72 yaca).
BHYTPUBEHHOIO BBeJleHMs pasapaxatomero | [Ipy nqokiMHHYECKOM M3yYeHHH 330Menpaso-
ACHCTBHs BBIABIEHO He ObLIO, O1HAKO Obina | a 118 BHYTPMBEHHOTO BBEIEHHUs pasipaxka-
OTMeYeHa cnabas BOCTMANMTENbHAs peaKUUs | IOIIEro JAeHCTBHS BHIABIEHO HE ObIIO, OHAKO
NpU NOAKOXKHOM BBEJEHWM Mpernapara, 3aBH- | Oblna oTMeveHa cnabasi BocnaiuTeNbHas pe-
cslas OT KOHLUEHTPALMK 330Menpasoia. aK1Ms NpPHU MOJKOXKHOM BBE/ICHUH TNpenapara,
**Coobmanock 06 OTAENbHBIX Cly4asX HeoO- | 3aBUCALIAs OT KOHLEHTPALMH 930MENpa3oJa.
paTUMOro HapylIEHUs 3pE€HUs NpU BHYTpuBeH- | **Coolmanock 00 OTAENBHBIX Clydasx He-
HOM BBE/ICHWM OMETpa30Jia NalKeHTaM B KpH- | 0OpaTUMOro HapyIIEHHS 3pEHHs NPU BHYT-
THYECKOM COCTOSIHMH, OCOOEHHO NMpPH BBE/ICHUH | PHBEHHOM BBEICHHMH OMETIPa30Jia MalMeHTaM
BBICOKMX /103, NPHYUHHO-CJIE/ICTBEHHON CBA3HM | B KPUTHYECKOM COCTOSIHMH, OCOGEHHO MNpH
¢ MpUEMOM MpenapaTa He YCTaHOBIIEHO. BBEJICHUM  BBICOKMX /103,  TMPHYMHHO-
HanHpie no 6e30nMacHOCTH NpPUMEHEHHs 330- | CNIEACTBEHHOM CBSA3M C MPUEMOM Mpenapata
Mernpasosa y JIeTei cornacyroTes ¢ npoduieM | He yCTaHOBIIEHO.

©€30MacHOCTH Y B3pOCIIBIX. JlaHHble MO G€30MaCHOCTH MPUMEHEHHS 330-
Menpasona y JeTedl cornacyrrcs ¢ npopu-

nemieM 0e30MacHOCTH Y B3pOCJIBIX.

I'naBa npencrasurenscTea Komnanuu pyBaH Kactypu Moxan Acypu




