Jlucrok-Bknapbiw — MHopmauus pns naumeHTa

Myko3a )
KOMMO3UTYM

pacTBOp A1 BHYTPMMbILLEYHOTO
M NOAKO)XHOTO BBeeHUs
romeonaTuyeckum

Nepep npuemom npenapata MOMHOCTbIO
npounTaiiTe NINCTOK-BKNAAbILW, MOCKONIbKY B
HeM cofepXarcs BaXHble ans Bac ceepgenus

CoxpaHute nnCToK-BKNadblW. Bo3moxHo, Bam
noTpebyeTcs NpoYNTaTh €0 €ellie pas.

Ecnn Bam Hy>XHbI LONONHUTENbHbIE CBEEHNS UK
pekoMeHauuu, obpaTuTech K sevallemy Bpady
11 paboTHUKY anTekw.

Ecnn y Bac BO3HMKAM AOMNOMHUTENbHBIE BOMPOCHI,
obpaTuTecs K nevallemy Bpayy.

Mpenapat HazHavyeH UMeHHO Bam. He nepepaBainTe
ero gpyrum nogam. OH MOXeT HaBpeauTb UM,
JaxXe e CUMNTOMbI UX 3abofieBaHus coBnagatoT
¢ Bawwumn.

Ecnn y Bac BO3HMKNM Kakue-nnbo HexenaTesnb-
Hble peakuwn, obpaTuTecs K nevaliemy Bpayy
nnu paboTHuky anteku. [laHHas pekomeHzauns
pacnpocTpaHseTcs  Ha  Jitobble  BO3MOXHbIE
HeXenaTeNbHble peakuny, B TOM YUCTe Ha He
nepeyncsieHHble B pasaene 4 nucTka-BkNaablwa.

CopepkaHue NCTKa-BKNapbILa

1.410 u3 cebs npenctaBnser npenapar Myko3a
KOMMO3UTYM®, W 4151 YET0 ero NpYMeHsIoT.

2.0 4em cnepyeT 3HaTb Mepef, NMPUMEHeHUEM
npenapata Myko3a KoMno3unTym®.

3. Mpumerexne npenapata Myko3a KOMMNO3NTYM®.
4. BO3MOXHble HexenaTe ibHble peakLuu.
5. XpaHeHue npenapata Myko3a kKOMNo3nTym®.

6. CopepxumMoe ynakoBKu 1 Npoyne cBefeHus.

1. Yt0 U3 cebs npepcTaBnser
npenapat Myko3a KOMNo3uTym®,
W ANS Yero ero NpUMeHsIIoT

MHOTOKOMMOHEHTHBIV FOMeONaTUYeCcknii npenapar,
LeiACTBME KOTOPOro 00YC/IOBNEHO KOMMOHEHTaMMy,
BXOAALLNMI B €ro COCTaB.

lNokaszaHus K npumMeHeHuto

lpenapat nokas3aH K MPUMEHEHUID Yy B3POCIbIX
nauneHToB B KOMMNEKCHON Tepanun  BOCNanun-
TesbHbIX  3a00neBaHUn  CIM3UCTBIX  0b0NoYek
paaanHoﬁ Nl0Kanm3aunn, B ToOM 4ucsie xenynovyHo-
KNLWEeYHOro TpakTa, BePXHUX W HUXHUX OTOEN0B
ObIXaTeJlbHbIX I'IyT6I7I, MO4YencnyckaTesibHOro
KaHasa U KOHbOHKTUBBI.

Ecnin Bawe coctosHune He ynydwaertcs  uam
yxyflaetcs, Bam cneayet 06paTnThcs K Bpavy.

2. O yem cnepyert 3HaTh Nepen
npMMeHeHneM npenapara
Myko3a KoMno3nTym®

[poTnBONoOKa3saHus

He npumensiitTe npenapat

Myko3a KOMNO3NTYM®:

— e y Bac anneprus (MOBblWEHHas MHAMBUAY-
aJlbHas '-IyBCTBVITEJ'IbHOCTb) K aKTUBHbIM KOM-
MOHEHTAM WU K JI0ObIM OPYyrMM KOMMOHeHTaM
npenapata (nepeyncieHHbIM B pasfene 6 IncTka-
BKNagbILLa).

Ocobble yKazaHMsi U Mepbl
npefoCcTOPOXKHOCTU

Mepep npuemom npenapata Myko3a KoMNo3uTym®
MPOKOHCYNbTUPYATECH C JIeYALLM BPAvoM UM
PabOTHIMKOM anTeky.

Mpu npueme romeonaTnyecknx NekapcTBEHHbIX
npenapaToB  MOTYT  BPEMEHHO  060CTPSThbCs
CUMNTOMbI 3a601€BaHus (MepBrYHOe yXyaLieHue).
B 3tom cnyyae Bam cnepyet npekpatutb npuem
npenapata W MPOKOHCYALTUPOBATLCS C BPAYOM.
Mpu OTCYTCTBANM TepaneBTuyeckoro 3ddekTa
WAN YCUAIEHA CUMNTOMOB, YXYALeHUA o6Lero
COCTOSHNS Bam cnedyeT cpoyHo 06paTUThCs K
Bpauy.

Jetu n nogpocTku

He paBaitTe npenapaT getsm B Bo3pacte oT 0
no 18 net BaiencTBre pucka He3PeKTUBHOCTY
W BeposiTHOM  Hebe30macHoCTh,  MOCKOMbKY
3(hpeKTUBHOCTb 1 DE30MACHOCTb HEe YCTAaHOBIEHI
Yy AaHHOI BO3PACTHON rpynnbl.

JIpyrve npenapatbl 1 npenapat

Myko3a koMno3nTym®

CoobwmTe nevallemy Bpadyy wan  paboTHMKY
anTekn 0 TOM, 4TO Bbl npuHnmMmaeTe, HegaBHO
NpuHAMann  nnn - MoxeTte Ha4daTb MNPUHUMATb
kakue-nubo apyrue npenaparbl.

Ha3HayeHune KOMMTEKCHbIX romeonatnyecknx
npenapatoB He WUCKIKOYaeT  WUCNOJIb30BaHKe
OPYrnx NeKapCTBeHHbIX C(PefcTB, NPUMEHAEMbIX
npn naHHOM 3aboneBaHuu.

bepemeHHOCTb 1 rpyaHOe BCKapMauBaHue
Ecnin Bbl GepemeHHbl nnu  KopmuTe  rpymbio,
pymaete, 410 3abepemeHenu, Wau nnaHupyete
DepeMeHHOCTb, neped  Ha4yanoM MpUMEeHeHNs
npenaparta MPOKOHCYALTUPYUTECh C  Jleyalium
Bpayom.

puMeHeHne npenapata BO3MOXHO B Chyyae,
ecIN 0Xnaemas nonb3a Ans MaTepy npesblillaeT
NoTEHLUNaNbHLIM PUCK ANs nnoga u peberka.
Heo6X0ANMO NPOKOHCYNLTUPOBATLCS C BPA4OM.
[aHHble 0 BAUAHWM Ha (DepTUbHOCTL OTCYTCTBYIOT.

YnpaBneHue TpaHCNOPTHbIMU
cpencTBamMu v paboTa ¢ MeXxaHU3Mamu
JlekapcTBeHHbll npenapat Myko3a Komnosutym®
He OKasblBaeT BAUSHMS Ha CMOCOOHOCTH K
BbINOJIHEHNIO  MOTEHLMANbHO — OMacHbIX  BUAOB
LesTesNbHOCTH, TpebytoLunx MOBbILLIEHHOK
KOHLeHTpaLmu BHUMAaHWA n ObICTPOTI
MCUXOMOTOPHBIX ~ peakuuit - (ynpaBnieHne  TpaHc-
MOPTHBIMI CpefCTBaMK, paboTa C LBUXYLLMMACS
MexaHu3Mamu, paboTa gucneTyepa, onepatopa).

Mpenapat Myko3a KOMMO3UTYM®
COQEPXUT HAaTPUAa xnopuna

[laHHbIN NekapCcTBEHHbIN NpenapaT CofepXnT MeHee
1 MMOIb HaTpwst (23 Mr) Ha amnysy, T.e. IpakTUYecKu
He COAEPXNT HaTpUS.

091595/5002/RU

3. MpumeHeHne npenapara
Myko3a koMno3nTym®

Bcerna nmpumensanTte npenapat B MOJIHOM
COOTBETCTBMM C  pPeKOMeHAaunsaMu  Neyallero
Bpaya. [lpu NosBNEHUN COMHEHWI MOCOBeTyNTeCh
C NleYalL M Bpayom.

PekomeHpyemas no3a

B3pocaibiM — npu ocTpbix cTagusx 3aboneBanus
eXe[JHeBHO N0 1 aMnyne B TeYeHMe NepBbix 3 fHel,
3atem 1-3 pa3a B Hepento no 1 amnyne, npw
XpOHUYecknx 3aboneBannsx 1-3 pasa B Hedenio
no 1 amnyne.

MpumeHeHne y geTei U NOJPOCTKOB

He pasante npenapart getam B Bospacte ot 0 1o
18 net BcnencTBue pucka HedDMEKTUBHOCTM 1
BeposTHON Hebe3omacHocTi  (6€30macHOCTb 1
3(hheKTUBHOCTb NPUMEHEHNS NpenapaTa y feTei
B BO3pacTe 10 18 NeT He YCTaHOBEHbI).

MyTb 1 (MnK) cnocob BBepeHMS

Myko3a KOMNO3UTYM® MPUMEHSETCS BHYTPUMbI-
LeYyHO, MOAKOXHO.

O6pallaTbCs 0CTOPOXHO. BHUMATENBHO ClefloBaTh
VHCTPYKUMSM MO OTKPbIBAHMIO.

LiBeTHasa Touka fo/KHa LiBeTHas TouKa AoOIXKHA
HaxoamnTbCs BBEpXY! HaxoamuTbCs BBEpXy!
Haxogsuieecs B ronoske  [locne 370ro 0TNOMNTb

amnynbl cofepxuMoe BEPXHIOK YacTb amnybl
cnesyeT CTpAXHYTh nyTem HaxaTusi B

C NOMOLL{bHO N1ErKoro MecTe HaHeceHus
NOCTYKMBAHMS. LBETHOI TOYKM.

Mocne  BHYTPUMBILLEYHOrO — WAW  MOLKOXHOrO
BBEJEHWs MpenapaTta BCKPbITYIO amnyny cienyet
BbIOPOCUTD.

MpopomKMTEeNnbHOCTL TEpanuu

Kypc Tepanuu mpu ocTpbix CTagusx 3abosesa-
HUs 2-5 Hederb, Npyu XPOHMYECKNX 3a601eBaHNAX
(0cOBEHHO racTpuThI, KONUTLI) HE MeHee 6 Heflesb.
Tepanuio NpoBoOAAT N0 HaboeHeM Bpaya.

Ecnn Bbl npumeHunu npenapata

Myko3a komno3utym® Gonblue,

yem cnenoBsano

[lo HacTosLLero BpeMeHn cay4aeB nepeso3npoBKy
He 3aperunctpupoBaHo. Ecim Bbl npumenunu
npenapat Myko3a komno3nutym® Oonblue, Yem
cnefoBano, coobuynte 06 3ToM neyatiemy Bpauy.

Ecnu Bbl 3a6bi1v npuMeHUTL Npenapart
Myko3a komno3utym®

lpn nponycke npuema npenapara He yasausante
[103y 419 KOMNEHCaL Ny NponyLLEeHHON.

[lpy  Hanuyum  BOMPOCOB MO MPUMEHEHUIO
npenapata obpaTuTech K leyallemy Bpavy.

4. Bo3MOXHbIe HeXenatesibHble
peakuum

MopobHO BCeM NeKapCTBEHHBIM  MpenapaTtam
npenapat Myko3a KOMNO3UTYM® MOXeT Bbl3blBaTb
HeXenaTesbHble peakLum, OfLHaKo, OHN BO3HUKAOT
He y BCex.

Mpu NpUMEHeHNN npenapaTa BO3MOXHbI KOXHbIE
peakumn. YacTota HemssecTHa (MCxods n3 Mmelo-
WX AaHHbIX, YACTOTy BO3HUKHOBEHWS onpefe-
SINTb HEBO3MOXHO).

CoobLueHune 0 HeXxenaTenbHbIX peakuusax
Ecnn y Bac Bo3HMKalOT Kakne-nnbo HexenaTesbHble
PeakumMu, NPOKOHCYNbTUPYATECH C  BPAyoM WM
paboTHukom  anTeku. [laHHas  pekomeHgauus
pacnpocTpaHsieTcs  Ha  Jobble  BO3MOXHble
HexenaTenbHble peakuun, B TOM YUCTE Ha He
nepeuncienHble B AIMCTKe-BKNadblwe. Bbl Takxe
MOXeTe CO0OWNTb O HeXenaTefbHbIX Peakunsx B
NHopMaLMOoHHYto 633y AaHHbIX N0 HeXenaTebHbIM
peakumam  (BedcTBUSIM)  Ha  NeKapCTBEHHble
npenaparbl, BK/04as c000LLeHNA OHeIPDEKTUBHOCTH
NIEKApCTBEHHbIX — MPENapaToB,  BbIBMEHHbIM  Ha
TeppuTOpUM TocymapcTBa — YneHa EBpasuiickoro
3KOHOMUYeCKoro coto3a. CoobLyas o HexenaTesbHbIX
peakuusix, Bbl nomoraete monyunts  Honblue
(BeeHuit 0 be30nacHoCTI Npenapara.

Poccuiickas ®egepauus

®epepanbHas cnyxba no Hap3opy B cdepe
34,paBOOXpaHeHuns

Appec: 109012, . MockBa, CnaBsiHckas naowlab,
0.4, ctpoeHne 1

TenedoH: +7 800 550 99 03

JnekTpoHHast noyTa: pharm@roszdravnadzor.gov.ru
CanT B MHPOPMALNOHHO-TENEKOMMYHUKALMOHHON
cetu «MHTepHeTy:
https://www.roszdravnadzor.gov.ru/

5. XpaHeHue npenapata
Myko3a komno3utym®

XpaHuTe npenapaT B HefOCTYNHOM /15 pebeHka
MecTe TaK, 4Tobbl pebeHoK He MOT yBUAETb ero.

He npumeHsaiTe npenapaT nocie ucTeveHns
CpoKa rofHoCTH (Cpoka XpaHeHus), ykazaHHOro Ha
KapTOHHO nayke 1 amnyne «[ofeH fo...».

[latoin  ncTeyeHus cpoka TOAHOCTU  SIBASETCS
nocfiedHUI AeHb AaHHOTo MecsLa.

XpaHuTb B 3alUMLLEHHOM OT CBeTa MecTe, Mnpw
Temnepatype He Bbilwe 30 °C.

He BbibpackiBaiiTe (He BbIMBaNTE) npenapaTsl
B KaHanu3auuio. YToyHuTe y paboTHMKa anTeku,
KaK CeflyeT yTUAM3MPOBaTh (YHNYTOXATh) Mpenapar,
KoTopbli Gonblwe He noTpebyeTcs. ITU Mepbl
NO3BONIAT 3aLUUTUTb OKPYKAIOLLYIO CPey.

-Heel



6. CopepXxmmoe ynakoBKU 1
npouve ceefeHNs

Mpenapat Myko3a KOMMO3UTYM® COAEPXMUT:
Kaxpas amnyna 2,2 mn (=2,2 r) copepxut: Mucosa
nasalis suis (Myko3a Hazanuc cyuc) D8 22 wmkn,
Mucosa oris suis (Myko3a opuc cyuc) D8 22 mkn,
Mucosa pulmonis suis (Myko3a nynbMOHUC CyuC)
D8 22 mkn, Mucosa oculi suis (Myko3a okyan cymc)
D8 22 mkn, Mucosa vesicae felleae suis (Myko3a
Besue dennd cyuc) D8 22 mkn, Mucosa vesicae
urinariae suis (Myko3a Be3uue ypuHapud cync) D8
22 vk, Mucosa pylori suis (Myko3a nunopu cyunc)
D8 22 mkn, Mucosa duodeni suis (Myko3a ayoaeHu
cync) D8 22 mkn, Mucosa oesophagi suis (Myko3a
330daru cync) D8 22 wmkn, Mucosa jejuni suis
(myko3a teityHu cync) D8 22 mkn, Mucosa ilei suis
(myko3a uneun cyunc) D8 22 mk, Mucosa coli suis
(myko3a konm cync) D8 22 mkn, Mucosa recti suis
(Myko3a pektn cyuc) D8 22 mkn, Mucosa ductus
choledochi suis (Myko3a mykTyc xonemoxm cyuc)
D8 22 mkn, Ventriculus suis (BeHTpukynyc cyuc) D8
22 mkn, Pankreas suis (naHkpeac cync) D10 22 mk,
Argentum nitricum (apreHTym HWTpukym) D6
22 mkn, Atropa bella-donna (aTpona 6enna-goHHa)
D10 22 mkn, Oxalis acetosella (okcanuc auetocenna)
D6 22 mkn, Semecarpus anacardium (cemekapnyc
aHakapganym) D6 22 mkn, Phosphorus (hoccopyc)
D8 22 wmkn, Lachesis mutus (nsxesuc mytyc) D10
22 wkn, Cephaelis ipecacuanha  (uedanunc
nnekakyaHa) D8 22 mkn, Strychnos nux-vomica
(cTpuxHoc Hykc-Bommka) D13 22 wmkn, Veratrum
album (Bepatpym anbbym) D4 22 wmkn, Pulsatilla
pratensis (nynbcatunna nparteHcuc) D6 22 Mk,
Kreosotum (kpeo3otym) D10 22 wmkn, Sulfur
(cynbchyp) D8 22 mkn, Natrium diethyloxalaceticum
(HaTpuym pudTMNOKCanaueTnkym) D8 22 mkn,
Colibacillinum Nosode (konubauunnuHym Ho3oge)
D28 22 mkn, Marsdenia cundurango (MapczeHnus
KyHgypaHro) D6 22 wkn, Kalium bichromicum
(kanuym buxpomukym) D8 22 mkn, Hydrastis
canadensis (rmgpactuc kaHageHcac) D4 22 mkn,
Mandragora e radice siccata (MaHgparopa 3 paguue
cukkata) D10 22 wmkn, Momordica balsamina
(Momopguka banb3amuta) D6 22 mkn, Ceanothus
americanus (LeaHoTyc amepunkanyc) D4 22 Mk,

Mpounmi  MHrpeameHTamn (BCMomMoraTesnbHbIMY
BELLECTBAMU) SIBASIOTCSA HATPUS XJopua W BOAa
N9 NHBEKLNA.

BHewwHwit Bup Myko3a KomMnosntym® u
cofepXumMoe ynakoBKm

PaCTBOp 04 BHYTPUMbILWEYHOrO W NOLKOXHOro
BBEAEHUS FOMEONaTNYeCckni.

becuBeTHas npo3payHas xnakocTb 6e3 3anaxa.

Mo 2,2 mn B amnynbl 13 BecLBETHOrO CTeka r1apo-
NINTUYeckoro knacca 1. Ha Kkaxayto amnyny HaHeceHbl
Haceyka 1 LBeTHas Touka. 1o 5 amnyn yknagbisatoT
B OTKPBITYIO NJIACTUKOBYIO KOHTYPHYIO SYENKOBYHO
yNakoBKy.

Mlo 1 wam 20 OTKPLITBIX MIACTUKOBBIX KOHTYP-
HbIX A4elrKoBbIX ynakosok ¢ 5 unn 100 amnynamu
noMeLLaloT BMeCTe ¢ INCTKOM-BKJIaAbIlLeM B MayKy
KapToHHyto. Ha kaxayto nadyky co 100 amnynamu
HaKJIeMBAIOT ~ MPO3PAYHyl0  3aLLUTHYIO  3TUKETKY,
NpefoXPaHSIoLLYI0  yNakoBKy OT OTKPbIBAHWS BO
Bpems TPaHCMOPTUPOBKH.

JepxaTenb perncTpaumoHHOro
yAoCTOBEepEeHUs n Nnpon3BoauTesb
bronornwe Xannbmuttens Xeens IM6X
[p.-Pekeser-LWTpacce 2-4,

76532 bapeH-bagen, lepmanus

Ten.: +49 7221501 00

JneKkTpoHHas noyTa: info@heel.com

3a noboii nHhopmaymeii o npenapare, a Takxe
B C/1y4asix BO3HUKHOBEHUSI NPETEH3UN cepyeT
obpawjarbcs K MECTHOMY MpPEeACTaBUTEIO
Aep>kaTensi perucTpaynoHHOro yA0CTOBEPEHUS:

Poccnnckas Gepepauus

000 «Xeenb Pyo»

125040, MockBa,

TNennnrpapckun npocnekT, 15, cTp. 12
Ten.: 47 (495) 937-78-25

JnekTpoHHas noyTa: info_russia@heel.com

Jluctok-BKNapbIW nepecMoTpeH
02/2025

Mpouue nctoyHmMKM nHopmauuu
MoapobHble CBefiEHNS 0 JAHHOM Npenapate COfiepXaTtcs
Ha Beb-caifTe Coto3a http://eec.eaeunion.org/




