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NOCHEAOBATEALHOCTb 0005 OJIM3UH, MacTa 1JIisl IPUTOTOBJCHUA CYCIICH3UHN AJHA MpUEMa BHYTPb

Ilepen mpuemMoM mpenapara MOJHOCTHIO NMPOYUTANTE JIMCTOK-BKJIAABINI, MOCKOJIBKY

B HEM cojiep:KaTcsl BaxkHbIe 175 Bac cBegeHust.

o Bcerz[a HpHHHMaﬁTe npemnapar B TOYHOCTHU C JIMCTKOM-BKJIAABIIICM UJIM PCKOMCHAAIIUAMU
Jieyalero Bpavya nin pabOTHUKA alTeKH.

e CoxpaHute TUCTOK-BKJIaAbII. Bo3MoxkHo, Bam moTpebyeTcs mpounTaTh €ro eie pas.

e Ecmu Bam HyKHBI [ONOJHUTENbHBIC CBEIACHUS WM PEKOMECHIAIMH, OOpaTHUTEChH
K paOOTHHKY aNTeKH.

e Ecmm y Bac BO3HUKIM Kakue-THOO HEXeNaTelnbHbIE peakinu, oOpaTHTECh K Jedaliemy
Bpauy WM paOOTHUKY anTeku. [laHHas peKOMEHIAIWsl PaclpoCTpaHseTCs Ha JIOObIe
BO3MOJXHBIC HCKCJIATCIBbHBIC PCAKIIMHU, B TOM YHCJIIC Ha HC MCPCUMUCIICHHBIC B pa3JciIiC 4
JIMCTKAa-BKJIaAbIIIA.

e Ecnu cocrosiHue He yaydlnaeTcst Uid OHO yXyalaeTcs, Bam cienyer oOpaTUThCs K Bpauy.

Copep:xxaHue JMCTKA-BKJIAAbIIIA

Uro u3 cebs npencTapiseT npenapat OUTONNU3NH, U I YE€TO ero MPUMEHSIOT.
O yeM crenyeT 3HaTh Nepe mpueMoM npenapara OUTOTU3HH.

IIpuem npenapara GUTOIU3HUH.

Bo3MmoxHBIE HEXETATENbHbIE PEAKLIUU.

Xpanenue npenapara OUTOIHU3UH.

o g~ w DN PE

Copaepx’uMoe yIakoBKHU U MPOYNE CBEACHUS.

[EEN

. Uto u3 cebs1 mpeacrapiaser npenapat GUTOJHM3NH U I Yero ero NpUMeHsSII0T

[Tpenapar ®UTONM3UH COAEPKUT AKTUBHbIE KOMIIOHEHTHI — CTYIIEHHBIM O3KCTPAKT CMECH:
30JI0TapHUKA EBPOIEHCKOrO TPaBbl, XBOIIA TPaBbl, I'OpLA NTUYLETO TPaBbl, MBIPES IOJI3YYETO
KOPHEBHIL], JIyKa PErYaToro MIEITyXH, Oepes3bl JHUCTbEB, MaXUTHUKA CEHHOTO CEMSH, METPYIIKH

KOpHEH, TF0OMCTOKA KOPHEH.

[penapat ®UTONNU3UH — MOYETOHHOE (IMYPETUYIECKOE) CPEICTBO PACTUTEIILHOTO TIPOUCXOXKICHUSI.
[Ipenapar oka3pIBa€T MOUYETOHHOE U IMPOTMBOBOCHAIMTENBLHOE ACHCTBHE, CHUMAET CIa3Mbl

MOYECBBIBOJAIINX HYTeﬁ, CHOCOGCTByeT BBIMBIBAHHIO MTECKA U MEJIKMX KaMHEH U3 MOYEBBIX HYTeﬁ.
1


Ефименко ЖН
ЛП ГП СОГЛАСОВАНО


NMN-Ne002521-TT1-BY P B o
COIMAGOBAHO COOTBETCTBYET 3KCMEPTHOMY OTUETY

MVIHMC;EE%‘{/%%AM/IKSVEE/EJ@VC_\)FQ;(ECHEHI/Iﬂ ot 0806 2023 N2 10678
MPVKASOM OT 16.12.2024 Ne 1656 (NOCNEOCBATENEHOCTE 0003)

MOCNEAOBATESIbHOCTb 0005

IToxka3zaHus K IPMMEHEHHIO

IIpenapar @UTONM3KMH MOKa3aH K IPUMEHEHUIO Y B3POCIBIX I JICYCHMS CIEAYIOLIUX

3a0oJieBaHUil:

e  uH(EKIMOHHO-BOCIATUTEIbHbBIE 3a00JIEBaHMsI MOYEBBIX MyTei, HehpoypoauTHas (B cocTaBe
KOMILJICKCHOM TEpaIvH).

Ecnu yny4mienue He HacTynmuio wid Bbl uyBCTByeTe yXymlleHHE, HEOOXOIMMO OOpaTUTHCA

K Bpauy.

2. O 4yeMm ciexyeT 3HATh Iepea NpueMoM npenapara OUTOIU3UH

IIporuBoNOKa3aHUSA

He npunumaiite npenapat ®uUToIU3MH:

e Ecmu yBac ammeprusi k KOMIOHEHTaM IIperapara WM K JII0OOMY M3 BCIOMOTaTENbHBIX
BEIIECTB, IEPEUUCIECHHBIX B pa3zesne 6 IucTKa-BKIaAbIIIA.

e Ecnu y Bac noyeunast HeqOCTaTOUYHOCTb.

e Ecnu y Bac cepaeunast He1oCTaTOUHOCTb.

e Ecnm y Bac BocnanutenbHoe 3a0051eBaHne TOYEK (TJIOMEPYIOHEPPUT).

e Ecmu y Bac kamHu B noukax (pocdarHblii yponuThas).

Ecnu Bel cunTaete, 4To 11000€ U3 MEPEUUCICHHOTO OTHOCHUTCS K Bam, coobmmute 06 sTom Ba-

HIEMY JIEYAILlEMY Bpauy.

Oco0ble ykazaHusl U Mepbl PEeI0CTOPOKHOCTH
Ilepen mnpuemom npemnapata OUTONU3UH NPOKOHCYJIBTUPYHTECH C JI€HYalllUM BpadyoM WU
pabotHukoM anteku. O6s3aTenbHO npeaynpeante Bamero jgevaiero Bpaya B ciiydae MosiBICHUS

OTEKOB, BBI3BAHHBIX HEJAOCTATOYHOCTHIO ()YHKIIUU CEPALa WIIH TTOYCK.

JeTu 1 moaApoCcTKH
JleT ¥ MOApPOCTKH B BO3pacTe MoJIoke 18 meT He MODKHBI MPUHUMATh JTOT Ipemapar.
HewussectHo, ABnsieTcs a1 6e30macHbIM U 3()(PEKTUBHBIM TOT Mpenapar NpH UCHOJIb30BAHUU €T0

y IeTel U MOAPOCTKOB B BO3pacTe Mojioxke 18 mer.

JApyrue npenaparsl 4 npenapatr @UToJM3HH
Coo0muTe sevaiemMy Bpady Wwin pabOTHUKY allTeKH, eciii Bel mpuHMMaeTe, HeJaBHO IPUHUMAIH

WIM MOXKETe HadaTh NPUHUMATh Kakue-TuOo Apyrue mpemnaparsl. Bamemy Bpauy MOXKeT
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IIPEIOCTOPOKHOCTU. B HekoTOpbIX ciyuasx Bam mnpuaercs npekpaTuTbh NPUEM HEKOTOPBIX

JIEKapCTBEHHBIX IIPENapaToB WK npenapara OUToINU3UH.

B cBs3M ¢ MOUETOHHBIM JIEHCTBUEM TMpernapara CilIeyeT YUUThIBaTh BO3MOXHOCTh YCKOPEHHOIO

BBIBCACHUSA APYIrUX, OTHOBPEMCHHO NPUMCHACMBIX JICKAPCTBCHHBIX MPCIIAPATOB.

Coo0ImuTe JeyameMy Bpady HIH pabOTHHKY alTeKH, eCiii Bbl MpHHHMAacTe KakoW-inbo u3

HIDKEIIEPEYHCIICHHBIX TPEnapaToB, Tak Kak GUTONM3MH MOKET YCHINBATh UX JCHCTBHUE!

e [penaparbl, MOHWKAIOIINE CBEPTHIBAHUE KPOBU (AHTUKOATYJISIHTHI);

L] HpenapaTbI, YMGHBHIaIOH_[I/Ie 6OHB 1 BOCIIAJICHHUC (HeCTepOI/II[HBIe HpOTI/IBOBOCHaHI/ITeHBHBIe
npenaparsl);

e [Ipemapathl, MOHWKAIOIINE YPOBEHb caxapa B KPOBH (THITOTJIMKEMHYCCKHE JICKAPCTBEHHBIC
npernaparsi);

e [@pemaparsl I JIGYCHUS TICUXMYECKUMX 3a00JeBaHUN (JIEKapCTBEHHBIC IIperaparsbl,
COJICpIKAIIHE COJTU JIUTHS);

e [Ipernaparsl JJis JICUCHHUS ACTIPECCUU (MHTMOMTOPHI MOHOAMHHOKCHU/1a3bl);

OUTONM3WH MOXET YMJIWHATH JIEHCTBME CHOTBOPHOTO Tpemapara MeHTtobapourTana,
U TIPOTUBOBOCHIAIMTEILHOTO U 00€300/IMBaOIIETo MpernapaTa napareramonia.
®UTOIIU3UH MOXKET YMEHBIIUTh BCACBIBAHUE JIEKAPCTBEHHBIX MPENAPATOB B TOHKOM KHIIIEUYHUKE,

B TOM 4YHCIIC IPEANICCTBCHHNKA BUTaMuHa A Oera-kapoTuHa u Butamuna E (anbda-rokodepona).

bepemeHHOCTDB, IPyIHOE BCKapMJIMBaHNe U (PePTUIBHOCTD

Eciu Bpl OepemMeHHBI MM KOPMUTE TPYIbl0, JAyMaeTe, 4To 3a0epeMeHEeN, WIH IUIaHupyeTe
OepeMEeHHOCTh, Tepe]l HadaloM NPUMEHEHHUs IMpernapaTa MPOKOHCYJIbTUPYHTECH C JeUalluM
BpPayOM WJIM paOOTHUKOM amTeKH.

BcBsazu ¢ OTCYTCTBUCM [OAHHBIX, KaCAlOMUXCI OTPULATCIBHOIO I[eﬁCTBHH KOMITOHCHTOB
mpernapara Ha pa3BUTHE U0/, HE PeKOMEHyeTCsl IPUMEHSTH IpernapaT B epuoj 6epeMeHHOCTH

U KOPMJICHUS TPYIbIO.

YnpasieHue TPAHCIOPTHBIMHU CPeACTBAMM M PpadoTa ¢ MEXaHU3MAMH
[IpumeHeHue TmpenapaTa HE OKa3bIBAeT OTPHUIATEILHOTO BIMSAHUA Ha  CIIOCOOHOCTH
K BBIIIOJTHEHUIO MOTEHLHUAIbHO OMACHBIX BHUAOB JESATENbHOCTH, TPEOYIOMIMX MOBBIIICHHON

KOHICHTpAllUKM BHUMAHUA H 6BICTpOTBI IMICUXOMOTOPHBIX peaKHHﬁ (B TOM YHUCJIC YHPABJICHUC
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U T. IL).

IIpenapar ®UTOJU3UH COAEPKUT ITHIANAPATHAPOKCHOEH30aT, KpaxMaj NIIeHUYHbI,
TJIMIEPOJT
[Ipenapar DPUTONM3UH COACPKUT ATUINAPATUAPOKCHOEH30aT, KOTOPBI MOXET BBI3HIBAThH

aJJIepru4ecKue peakuuu (B TOM YHUCIIE, OTCPOUYEHHBIE).

[Ipenapar comepKUT KpaxMasl NIIEHUYHbBINA, KOTOPBIA MOKHO TPUMEHSTH JIIOASM C BPOXKICHHOMN
HETEePEHOCHUMOCTBIO OelKa 3JaKOBBIX KyInbTyp (uenuakueit). I[lanmuentam c amieprueii Ha

NIICHUIY (OTJIMYHOU OT LEINAKUM) He CIIeyeT MPUHUMATh dTOT Iperapar.

[Ipenapar coaep XUT TIUILEPOJ, KOTOPBIM MOXKET BBI3BIBATH TOJOBHYIO 0OJIb, PacCTPOWCTBO

JKenyaKa U [uapero (IoOHoc).

3. Ilpuem npenapara ®UTOIU3ZUH

Bcerna npuHuMMaiiTe npemapar B IIOJHOM  COOTBETCTBUU  C JIMCTKOM-BKIJIAJBIIIEM — WIIH
C PEKOMEHJAUAMHU JIeyallero Bpaya HIM pabOTHUMKAa anTekd. [Ipu MOsSBICHUHM COMHEHHI

MOCOBETYWUTECH C JIeYallluM BpauoM HJIM paOOTHUKOM anTeKH.

PexoMennyemas no3a

[o onHoit yaiiHoi J0XkKe (5 T') macTel 3—4 pa3a B JICHb .

Kypc nedenus: IuTenbHOCTh Tepanuu onpenensiercs BpadoM. CpenHuil Kypc Je4YeHUs
COCTaBIIsIET OT 2 Henenb a0 1,5 MecslneB. YBeauueHHE MPOAOLKUTEIBHOCTH Kypca JICUeHUs

BO3MOJXHO IO HaA3HAYCHHUIO Bpaya.

IIyTh 1 (W1K) cIocod BBeACHUS

BuyTpsb, 110oC€ €161, paCTBOPUB B %2 cTakaHa TEIUION CIIaAKOM BOJBIL.

Ecau Bol npunsijiim npenapara @uUTou3uH 00Jb111e, YeM CJIe0BAT0
Ecnu Bel npunsiiu npenapara @utonusua 0obiie, 4eM ClIeI0Baao, coo0muTe 006 3ToOM Bpady
HNIJIN HEMEJICHHO O6paTI/IT€CB B MCIUIIMHCKOC YUPCIKICHUC.

J10 HACTOSIIIIET0 BPEMEHHU O CITy4asix Mepelo3UPOBKU HE COOOIIANOCh.
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Ecan Bsl 32061111 NpUHATH Npenapat OUTOIN3HH
Ecnu Bbl 3a0bmi MpHUHATH TNpenapar, NPUMHTE CIEAYIOIIYI0 103y B 0ObluHOEe Bpems. He

NpUHUMAWTE ABOWHYIO /103y (IBE J03bI B OJHO W TO € BpeMs), 4yTOObl KOMIIEHCHPOBATH

POMYILIEHHYIO J103Y.

Ecau Bel npexkpaTunim npuem npenapara ®uroim3uH
[IponoskaiiTe mpUHUMATh ATOT MHpenapaTr Tak JO0JIr0, CKOJIbKO Ha3zHayuT Bamr Bpau. Bel He
JIOJIKHBI PEKPAIATh IPUEM 3TOT0 IIpenapara, He MPOKOHCYJIBTHPOBABIINCH IPEABAPUTEIBHO CO

CBOMM BpPavyOM.

[Ipy HamMyMM BOMPOCOB MO NPUMEHEHHIO IpernapaTa, OOpaTUTECh K JieHalleMy Bpady HId

pabOTHUKY amnTeKH.

4. Bo3Mo:KHbIE HexKeJIaTelbHbIe peakuu

ITonoOHO BceM JIEKapCTBEHHBIM TMpemaparaM mpenapar @OHUTONM3WH MOXET BbBI3bIBATDH

HCIKCJIATCIbHBIC PCAKIINH, OAHAKO OHU BO3HUKAIOT HC Y BCCX.
Bo3MOKHEI AJUICPrU4CCKUC pCaK, MHOT' Ia — TOITHOTA.

[Ipy TOBBIIIEHHOW YYBCTBUTEIBHOCTH K YJAbTPA(pHUOIETOBBIM JIydaM BO3MOXKHBI SIBICHHS

dboroceHCHOUTU3AIUY.

[Tpu nosiBieHNN 1000YHBIX 3G (HEKTOB Mpemapar ciaeayeT OTMEHHUTD.

Coo01eHue 0 HesKeIaTeJIbHbIX PeaKuusiX

Ecnu y Bac Bo3HUKAIOT Kakue-In00 HexXenaTeabHbIe peakluH, IPOKOHCYIbTUPYHTECH C BPAauOM
Wi pabOTHUKOM anTekH. J[aHHas pekoMeHJalnus pachpoCTpaHsAETCsl Ha JI0Oble BO3MOXKHBIC
HEeXeNaTelIbHbIE PEeaKlUU, B TOM YKCIIE HA HENEPEUNCICHHBIE B JIMCTKE-BKIaAbIe. Bl Takxke
MOXXET€ COOOIIUTh O HEXKENATENbHBIX peaKknuax Hanpsmyro (cMm. Huxe). Coobmas
0 HEXXEJATeNbHbIX pPEaKUusiX, Bbl momoraere moay4yuTh OOJbIIE CBEACHUN O OE30MACHOCTH

npernapara.

Poccuiickas @enepanus

denepanpHas ciayx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)
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Tenedonsr: +7 (495) 698-45-38, +7 (499) 578-02-30

®akc: +7(495) 698-15-73

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Cait B WH()OPMAITMOHHO-TEIEKOMMYHUKAITMOHHOM ceTu «HTEpHETY:!

https://roszdravnadzor.gov.ru//people

Pecniy6nika benapych

VII «llenTp sKCnepTU3 M UCMBITAHUN B 3ApaBOOXpPaHCHUU» MUHHCTEPCTBA 3pPaBOOXPAHEHUS
Pecny6nuku benapyce»

Anpec: 220037, Munck, ToBapuiieckuit nep. 2a

Tenedon/dakc oraena papmakonanzopa: +375 (17) 242 00 29

DnexTponHas moyra: rceth@rceth.by

CaiiT B nH(MOpMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «MHTepHe™: http://www.rceth.by

5. Xpanenue npenapara ®uToau3uH

XpaHuTe mpenapar B HEJOCTYITHOM JJIsl peOeHKa MecTe TaK, 4To0bl peOEHOK HE MOT YBUJIETD €TO0.

He mpumensiiite mpemapaTr mociie MCTEUCHHsI CpPOKa TOJHOCTH, YKAa3aHHOTO Ha Ty0e WiIM Ha
KapTOHHOW mauke mnocie cioB «l'omeH go». [laToii HCTedeHUs CpOKa TOJHOCTU SIBISIETCS

MOCHEIHUN AE€HDb JAHHOIO MECAIA.

XpaHuTh npu TeMnepaType He Boie 25 °C.

He BpIOpachIBaiiTe (HEe BBUIMBAKMTE) MperapaT B KaHAIU3AIMIO. Y TOYHUTE Y paOOTHHUKA alTEKH,
KaK CIelyeT YTHIM3UpPOBaTh (YHHUYTOXKATh) IpenapaT, KOTOpbIi Ooibliie He moTpedyercs. DTu

MEPBI MO3BOJIAT 3aLIUTUTH OKPYKAIOLIYIO CPENLY.

6. Comep:kumMoe YIAaKOBKH H MPo4YHe CBeIeHHs

IIpenapar ®UTOJU3UH COACPKUT
AKTHUBHBIMHA KOMIIOHCHTAM SIBJITIOTCS: CTYIICHHBIN SKCTPAKT CMECH (30JI0TapHUKA EBPOTIEHCKOTO
TpaBbl, XBOIIA TPaBbl, rOplia NTHUYBETO TPABbI, MbIPES MOJI3yYEro KOPHEBHIL, JIyKa PEnyaToro

HICTYXH, Oepe3bl JTUCTHEB, MAXKUTHUKA CEHHOTO CEMSIH, TIETPYILIKU KOPHEH, JTFOOMCTOKA KOPHEIH).
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€BpOIICICKOr0 TPaBbl, XBOILA TPABbI, TOPLAa ITUYLETO TPABBIL, IBIPES MOI3Y4Er0 KOPHEBULL, JIYKa
pEen4aToro menyxu, 0epe3sl JINCTHEB, MAKUTHIUKA CEHHOTO CEMSTH, IETPYIIKU KOPHEH, JIF0OUCTOKA
KopHeii) B nepecyere Ha 100 % cyxoe BemecTBo — He MeHee 8,06 T.

BcenomoratenbHble BelecTBa: aneilbCHHA CIIAIKOTO Macio, mandess MyCKaTHOTO Maciio, MSTHI
MEPEeYHO Maclo, COCHBbI OOBIKHOBEHHOW Macio, arap, STHIINapardapoKCHOeH30ar, Kpaxmal

MIIEHUYHbIA, BAHWJIWH, TIIMLEPOJI, BOJa OUMIIEHHAS.

Buemnunii Bua npenapara @UTOM3MH U COAEPKUMOE YIIAKOBKHU

[Tacta U1t IPUTrOTOBIIEHUS CYCIIEH3UU JJI IPUEMA BHYTPb.

[TacTa MsITKOM KOHCUCTEHIIMH 3€JIEHO-KOPHYHEBOTO IBETA, CO CIIEIU(DUUECKUM 3aMaXxOM.

[To 100 r B TyOBI aqtOMHUHHEBBIE, TTOKPBITHIE BHYTpH JakoM. Kaxmayro TyOy BMecCTe C JIMCTKOM-

BKJIaJbIIIECM ITIOMCIIAOT B KAPTOHHYIO IMAYKY.

JepskaTeib perHCTPAMOHHOIO Y0CTOBEPEeHHUS
[Tonbmia

®apmanertuueckuii 3aBoj « [ IOJIbBOAPMA» AO
yi. Ilensrimunbcka 19, 83-200 Craporapa I'nanbcku
Tenedon: +48 58 5631600

Qaxc: +48 58 5622353

Anpec anekTpoHHO# nouTkl: phv(@polpharma.com

ITpousBoauTenb
['ep6amnosne Bapmasa OO0
05-800 IMpymkys, yn. OnyBkoBa 54, [lonbiia

IIpeacraBuTeib AeprKaTesisi pErHCTPALMOHHOIO YA0CTOBEPEHUsI

3a m000it nHGOpMaIIHEH 0 Mpermapare, a TakKe B CIydasx BO3HUKHOBEHUS MPETECH3UH, CIEayeT
oOpalaThecsi K MPeICTaBUTENIO JAeprKaTeNsl perUCTPAMOHHOTO YIOCTOBEPEHUS WU JAEpKATEIIO
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS:

Poccus

AKITMOHEPHOE 001IecTBO «XUMHKO-(hapMaIeBTUIECKU It KOMOMHAT «AKPUXUH)»»
(AO «<AKPUXHWH)

142450, MockoBckast 061acts, r.0. boropoackuii, r. Crapas Kynasna, yn. Kuposa, 1. 29

Tenedon/dakc: +7 (495) 702-95-03.
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Pecriybnuka benapych

00O «Axpuxun buYai»

7-409, yn. bextepena, 220026 Munck
Howmep Tenedona/dpakca: +375 17 368 59 98

Anpec anekrponHo# moutsl: Sergei.levyj@akrikhin.by

JIMCTOK-BKJIAABIII MnmepeCMOTpPEH

[MonpoOHBIe  cBeneHHMs O JAaHHOM  TIpemapare  cojepkarcs Ha  BeO-caiite  Corosa

http://eec.eaeunion.org/
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