COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 10.04 2026 N= 7394

(MOCNEOOBATENEHOCTE 0002)

OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

®dutonexron Ne2 (I'pyaHoit coop Ne2), cOop u3MeTbUYCHHBIN.

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
AKTHUBHBIE KOMITOHEHTHI: MaTh-u-Mauexu OOBIKHOBEHHOU JUCThsA + [lomopokHUKa GOJIBIIOTO JIH-
cTbsl + COJIOAKU KOPHHU.

Kaxmas mauka (30, 351,401,451, 501, 60 1, 75 T wim 100 1) conepxut: 40% MaTh-u-Mauexu
OOBIKHOBEHHOH JTUCTHEB, 30% MOA0pOKHUKA OONBIIOTO JIUCTHEB, 30% COTOIKH KOPHEH.

3. JEKAPCTBEHHAS ®OPMA

COop u3MenbYCHHBIH.

CMech HEOAHOPOHBIX KYCOUKOB PACTUTEIILHOTO ChIPhsl CEPOBATO-3€JIE€HOr0 1IBETA C JKENThIMHU, KO-
PUYHEBATO-KEITHIMU, 3€JICHOBATO-KOPUYHEBBIMU M PEAKUMU 3€JICHOBATO-(DHOIETOBBIMH BKparLie-
HUSMU. 3amnax OTCYyTCTBYET. BKyc BOJHOTO M3BII€UEHUS] TIPUTOPHO-CIAAKUH, C OIIYIIEHUEM CIU3H-
CTOCTH.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K IPUMEHEHHUIO

[Ipenapar ®utonexron Ne2 (I'pymnuoit coop Ne2) mokazaH K MPUMEHEHHIO y B3POCHBIX U JIETEH B
Bo3pacte oT 12 1o 18 et mpu BoCcHaTUTENbHBIX 3a00JIEBAaHUAX JIBIXaTEIbHBIX ITyTEH, COMPOBOXKIA-
IOIUXCS KallJIeM ¢ TPYAHOOTAEIIEMON MOKPOTOH (B TOM YuCiie OPOHXUT, TPAXEHUT).

4.2. Pe:kuM 103MPOBAaHNUS M CI0CO0 MPUMeEHEeHUs!

Pexum nozupoBanus
Hacroii B3pocible IpUHUMAIOT BHYTPb B TEIJIOM Buje 1o 1/2 crakana 3-4 pa3a B ieHb. Kypc nedenus
2-3 "Heneny.

CTU
Pexxum no3upoBanus aiid getei B Bo3pacte oT 12 10 18 et He oTIMYaeTcst OT pexuMa J03UpOBaHUs
JJIA B3pOC.HBIX.

be3onacHocTh u 3 pexTUBHOCTE y AeTe B Bo3pacte ot 0 10 12 jeT Ha JaHHBIM MOMEHT HE YCTaHOB-
JieHblL. JlaHHBIE OTCYTCTBYIOT.

Crnoco0 npuMeHeHus

Hacroii npyHUMaroT BHYTpb B TEMJIOM BUJIE MIOCIIE EbI.
[Tepen mpuMeHEHNEM HACTOM PEKOMEHIyeTCs B30I THIBATS.
WHCTpYyKINIO 1O TPUTOTOBIICHUIO HACTOS CM. B pasjene 6.6.
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4.3. IlpoTuBoOMOKa3aHUS

['Mnep4yBCTBUTENBHOCTh K MaTh-U-MayeXU OOBIKHOBEHHOH JHCTHSIM, OJOPOKHUKA OOIBIIOTO JIH-
CTBSIM, COJIOJIKH KOPHSIM, OpOHXHANIbHAS ACTMa, SPO3UBHBIC U SI3BEHHBIC TOPAKCHHS KEITYT0IHO-KH-
IIEYHOT0 TpakTa; OepeMEeHHOCTb, IEPUO/ IPYAHOTO BCKAPMIIMBAHMUSI, NETCKUIM Bo3pacT A0 12 ner.

4.4. OcoOble yka3aHHs ¥ MepPbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

HeoOxonumo nponHpopMupoBaTh MalydeHTa 0 TOM, 4TO: MpernapaT cleyeT MIPUMEHSITh TOJIbKO CO-
IJIACHO TeM MOKa3aHUsM, TOMY CIIOCOOy MPUMEHEHHS U B T€X /103aX, KOTOPHIE YKa3aHbl B HHCTPYK-
11U, ecH nocie 5-7 AHel jeueHus yaydluieH!s] He HacTyMaeT Ui CUMIITOMBI YCYTyOIsIFOTCS, WK
MOSIBIISIFOTCS] HOBBIE CUMIITOMBI, HEOOXOAMMO NMPOKOHCYJIBTUPOBATHCS C BPAYOM.

4.5. BzaumojeiicTBUe ¢ IPYTHMH JIEKAPCTBEHHBIMHU NpeNapaTaMu U Apyrue BUAbI B3aUMO/1eii-
CTBUA

[Ipenapat He cienyeT NPUMEHSTh OJHOBPEMEHHO C MPOTUBOKAIIEBBIMU MpenapaTaMu, a TakxKe ¢
JIEKapCTBEHHBIMU CPEJICTBAMH, YMEHBIIAIOIIMMH 00pa30BaHHE MOKPOTHI, TaK KakK 3TO 3aTPYAHSET
OTKAIlJTMBAaHUE PA3KUKEHHON MOKPOTBHI.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepemeHHOCTH
[TpoTruBONIOKa3aHO MPUMEHEHHE MIpenapaTa mpu OepeMEeHHOCTH.

JlakTamus
IIpoTHBOMNOKAa3aHO IPUMEHEHUE IIPENapaTa B IEPUO IPYIHOIO BCKapMIIMBAHUS.

4.7. BiusiHde Ha COCOOHOCTH YNPAaBJISITh TPAHCIIOPTHLIMHU CpeIcTBAMM U padoTaTh ¢ Mexa-
HU3MAMU

[Ipumenenue mpernapara He OKa3bIBAaeT BIUSHHUSA HA CIOCOOHOCTH K BBHIMOJHEHHUIO MOTEHIIMAILHO
OITaCHBIX BHUJIOB JEATEIHHOCTH, TPEOYIONINX MOBBIIICHHOW KOHIIEHTPALMH BHUMAHUS U OBICTPOTHI
MICUXOMOTOPHBIX peakiuil (B TOM YMCIIE YIpaBlIeHWE TPAaHCIOPTHBIMU CPEICTBaMH, paboTa ¢ JIBH-
KYIIUMUCS MEXaHU3MaMH).

4.8. HexenaTebHbIE peakuu

Pe3roMe HexemaTenbHbIX PEAKIIUNI
Bo3MoHBI aiepruueckue peakiuu.

Heo6xoaumo nponHOpMUpOBaTh MAaIlMEHTa O TOM, YTO MPHU MOSBICHUU MOOOYHBIX 3G (PEKTOB, yKa-
3aHHBIX B MHCTPYKLIUH, WIH UX YCYT'YOJICHUH, WU MOSBICHUH JIOOBIX IPYTUX MOOOYHBIX 3((HEKTOB,
HE YKa3aHHBIX B MHCTPYKIIUU, HEOOXOAMMO COOOITUTH 00 TOM Bpady.

Coo0r111eHre 0 MoI03peBaeMbIX HEKEIATSIbHBIX PEaKITUIX

Baxxno cooOmaTh 0 Mojo3peBaeMbIX HEXENIaTeIbHBIX PEaKIMIX MOCNe PErUCTPaluU JIEKapCTBEH-
HOTO TIperapara ¢ melibio 00ecIeueHus: HEMPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHUS «TI0Th3a — PHCK)
JIEKapCTBEHHOTO Mpenapara. MeauIMHCKUM paboTHUKAaM PEKOMEHIYETCsI COOOIATh O JIFOOBIX MO0~
3peBaeMbIX HEXKeNATEIbHbIX PeaKUUsX JICKapCTBEHHOTO MperapaTa yepe3 HallMOHAIbHBIE CUCTEMBI
COOOIIIEHUs 0 HEeXKENAaTeIbHBIX PEAKIUIX TOCYIapCTB — WieHOB EBpaznuiickoro s5KOHOMHYECKOTO CO-
103a.
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Poccuiickas ®eoepayus

®denepanpHas cayx0a o Haa30py B chepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnektponHas nmoura: pharm@roszdravnadzor.gov.ru uau npr@roszdravnadzor.gov.ru
Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHHUKAITMOHHOM ceTn «MHTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

[Tpu AU TETPHOM IPUMEHEHHH B J103aX, MPEBBIMIAIONTIX PEKOMEHI0BAHHBIC, BO3MOYKHO TTOBBIIIICHHE
apTepHAILHOTO JIABJICHUS, THIIOKATUEMHUS, TTOSBICHUE TIepru(pepUIecKiX OTEKOB BCIIEICTBUE HAPY-
LIEHUS BOIHO-COJIEBOIO OOMEHA.

JleyeHune

CHUMIITOMaTHYECKOE.

5. PAPMAKOJIOTUYECKUE CBOMCTBA
5.1. @apmakoauHaMHYecKHe CBOiicTBA

q)apMaKOTepaHGBTI/I‘IeCKaH Tpy1mma: OTXapKUBaromiee CpCaACTBO paCTUTCIIBHOT'O MPOUCXOKICHUA.

Mexanusm nieiictBus U GpapMakoanHamuueckue ekt
Hacroii cOopa oka3bpiBaeT OTXapKUBAIOIIEE, IPOTUBOBOCTIAIUTENBHOE JICHCTBUE.

5.2. apMakoOKHHeTHYECKHE CBOiCTBA

He nmpumenumo.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyeHb BCIOMOraTe/IbHBIX BellleCTB
OTCYTCTBYIOT.

6.2. HecoBMeCTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus1)

3 roxa.

[IpuroToBneHHBII HACTOW — B TPOXJIATHOM MecTe He OoJiee 2-X CYTOK.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B OPUTUHAJILHOM YIIAKOBKE MpPH TemIiiepatype He Boiiie 25 °C.

VYcnoBus XpaHeHus: IPUTOTOBIEHHOIO HACTOs CM. B pazzene 6.3.
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6.5. XapakTep u conep:KaHHe YIAKOBKH

[Mo30r,351,401,451, 50T, 60T, 75T, 100 T cOOpa M3MENBPYEHHOTO B MAaYKaxX U3 KapTOHA C KOH-
TPOJIEM TEPBOT'O BCKPBHITHS C BHYTPEHHUM IAKETOM M3 OyMaru ¢ TepMOCBAPUBAEMBIM ITOJIUIIPOITH-
JIEHOBBIM CJIOEM WJIK OyMard ¢ TEpMOCBapUBAEMBIM TOJIMATUIICHOBBIM CJIOEM, WU MaTepuaia KOM-
6HHI/IpOBaHHOI‘O MHOFOCHOﬁHOFO, HJIN IMOJIMITPOIIHJIICHA.

WNHCTpyKIHs MO MPUMEHEHUIO BKIIAIBIBACTCS B MAYKY WJIA TEKCT MHCTPYKITUHU 110 PUMEHEHHUIO HAHO-
CHUTCH HaA MMAYKYy.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI IJIS1 pealn3aluu.

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3AIUH MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara i 0TX010B, I0JY4eHHbIX I10c/Ie IPMMEHEeHH JIeKapCTBEHHOTI 0 IIpenapara, u Apy-
rue MaHUMYJISIHM C MPenapaTom

Het ocoObIx TpeboBaHUH K YTHIIM3AIUH.

WNHCTpyKIKA 110 TPUTOTOBICHUIO HACTOS

Oxkomno 4 1 (1 cronmoBas J1okKa) cOOpa MOMENMIAIOT B AMAIMPOBAHHYIO TOCYy, 3aauBaroT 200 mut
(1 crakaHn) ropsiueii KMIISTYEHON BOJIBL, 3aKPBIBAIOT KPBIIIKOM, HArPEBAIOT Ha KUIISIIEH BOJISTHOM OaHe
15 MUHYT, OXJI&KIatOT NTPU KOMHATHOU TemIepatype 45 MUHYT, IPOLIEKUBAIOT, OCTABILIEECS ChIPhE
oTxkuMaroT. OO6beM MOTYy4EHHOTO HACTOS JOBOIAT KUTISTYCHON BO10# 10 200 mut.

7. JEPKATEJIb PETUCTPAIIMOHHOT' O YIOCTOBEPEHU S

Poccuiickas @enepanus

AxrmmonepHoe obmectBo «KpacHoropckue nekapctBeHHble cpenctBay (AO «KpacHoropckiekcpe-
CTBa»)

143444, MockoBckas o0u1., . Kpacaoropck, yia. Mupa (Omanuxa Mkp.), 1. 25

Ten.: +7 (495) 705-93-80

dakc: +7 (495) 705-93-82

Anpec snektponHou moutsl: Krls@krls.ru

7.1. llpeacraBuTeNb AEprKATE/Is] PETHCTPALMOHHOIO Y10CTOBEPEHUS

[IpeTen3un moTpeduTENEH HANPABIATH MO aAPECY:

Poccuiickas @enepanus

AxrmmonepHoe obmectBo «KpacHoropckue nekapctBeHHble cpenctBay (AO «KpacHoropckiekcpe-
CTBa»)

143444, MockoBckas o0i1., r. Kpacaoropck, yia. Mupa (Omanuxa Mkp.), 1. 25

Ten.: +7 (495) 705-93-80

dakc: +7 (495) 705-93-82

Anpec snekTponHou moutsl: Krls@krls.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTeropuu OTIycKa 0e3 pelernTa.
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OO6mrast xapakTepucTuKa JiekapcTBeHHOro mnpemnapara ®@urtonekron No2 (I'pymuoit coop Ne2) mo-
CTYITHA B €JMHOM PEECTPE 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX cpencTB EBpa3uiickoro s5KOHOMHU-

YEeCKOI'0 CO03a M Ha O(QHUIMAIHLHOM CalTe yIIOJIHOMOYEHHOTO opraHa (3KCIEPTHONW OpraHH3aIlim)
(https://lk.regmed.ru/Register/EAEU_SmPC).


http://www.regmed.ru/

