COOTEBETCTBYET ZKCNEPTHOMY OTUYETY

T11-N2000568-I 11-BY o1 24.04.2025 K= 10347
COrNACOBAHO (MOCNEOQOBATENBHOCTL 0004)
MWHUCTEPCTBOM 3[JPABOOXPAHEHWA
PECTIYBIIKV BENAPYCE ASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

MPUKA30OM OT 17.12.2025 Ne 15
MOCNEAOBATENLHOCTL 0010

1. HAUMEHOBAHMUE JIJEKAPCTBEHHOTI'O IIPEITAPATA

I'epObuoH cupoI NOJOPOKHUKA, CUPOIT

2. KAYECTBEHHBII U KOJJUYECTBEHHBINA COCTAB
JleticTByromme BemecTBa: AcKopOrHOBas Kuciora + (MaJlbBbI JIECHOU IBETKOB +
[Totopo’kHUKA TaHIIETOBHIHOTO JTMCTHEB) SKCTPAKT.
Kaxnapie 5 mn cupona coxaepkatr: 2,5 T MOAOPOKHHMKA JAHIIETOBHIHOTO JUCTHEB U MAallbBBHI
JIECHOW LIBETKOB SKCTPAKTA KHUIKOTO BOAHOrO'; 65 Mr acKOpOMHOBOM KHCIIOTHI (ButammHa C).
12,5 1 NoJ0pOKHUKA TAHLETOBUIHOIO JIMCTHEB U MaJbBhI JECHOMH LBETKOB SKCTPAKTA KUIKOTO
BoAHOro mnpurotoBieHsl u3: 0,251 I[lomopokHuka JsaHuEeTOBUIAHOTO JHCTheB (Plantago
lanceolata L.s.l., cem. mogopoxuukoBbie — Plantaginaceae) u 0,25 r ManbBbl JIeCHOW IIBETKOB
(Malva sylvestris L., cem. masibBoBble — Malvaceae); BOJIbI OUHIIIEHHOH (3KCTpAreHr).
265 Mr ackopOMHOBOI KUCIIOTHI B hopMe 73,12 Mr HaTpus ackopoara.
BcnomorarenpHbie BEIIECTBA, HAIMYUE KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JICKAPCTBCHHOTO
mpernapara: caxaposa, MeTuimnaparuapokcuoen3oar (E218) (cm. pasgen 4.4.).

[TonHbIil nepedyeHb BCIIOMOTATENIbHBIX BEIIECTB MPUBEJEH B pazene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Cupor.
Cupornl OT KOPHUYHEBOTO JO KPAaCHOBATO-KOPUYHEBOIO I[BETA C XapaKTCPHBIM 3allaXxoM.

I[OHYCKaeTCSI HC3HAYUTC/IbHAaA OIIaJICCICHII M.

4. KIMHNYECKHUE JAHHBIE
4.1. lMokazaHusi K IPUMEHEHUI0
[Ipenapat nokasaH K IPUMEHEHHIO Y B3pOCIIbIX U €Tel B Bo3pacTe oT 2 10 18 jer.
e B KOMIUICKCHOW Tepanuu BOCTIAIMTEIBHBIX 3a00I€BaHII BEPXHHUX JIBIXaTEIbHBIX ITYTEH,
COINPOBOXKIAIOLINXCS CYXUM KallIEM.
e [lpu cyxom Kaiuie KypuibIIUKOB.
4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMEHEHHUSs

PexxuMm mo3upoBanus

B3pocnbie — no 2 no3upyromux j1oxku (10 M) 3—5 pa3 B cyTKu.
eTn

B Bo3pacte ot 2 g0 7 net — no 1 go3upyromieit goxke (5 mit) 3 paza B CyTKH.
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T 7 1o 14 net — mo 1-2 mo3upyromux 10Xk (5—10 mur) 3 paza B CyTKH.

B Bo3pacre crapuie 14 ner — no 2 no3upyromux J1oxku (10 muir) 3—5 pas B cyTku.

JnmuTenbHOCT, Kypca Tepanuu 2-3 HeJeldu. YBeTuYeHUe JUIMTENbHOCTH WKW MPOBEJCHUE
MOBTOPHOTO Kypca Teparuy BO3MOXHO MOCJI€ KOHCYJIbTAllUU C BpauoM.

[TaneHT He MOJDKEH MUTH YTO-AMO0 WM NMPUHMMATh NHINY Cpa3y Iocje Mpuema Inpernapara
IepOuroH cupomn MOMOPOKHUKA, TaK KAK 3TO MOXKET YCKOPUThH VYIAJCHHE JIEKapCTBEHHOTO
npernapara co CIU3UCThIX 000JI0YEK MOJIOCTH pTa U ropia.

Cnocob nmpuMeHeHus

BuyTpb.

[lepen npumeHeHneM B30anTHIBATH!
4.3. IIpoTuBONOKa3aHUSsA
e [ UNepYyBCTBUTENBHOCTh K TMOJOPOKHHKY JIAHIIETOBHIHOMY, MajbBe JIECHOM,
aCKOpPOMHOBOM KHUCIIOTE WJIU K JIIOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB, MEPEUUCICHHBIX
B paznene 6.1.
e (CaxapHblit 1uader.
e [unepcekpenus *eiryJI049HOr0 COKa, THIePAlUIHbIN raCTPUT.
e SI3BeHHas OOJIE3HB KENyIKa U JABCHAIATUIIEPCTHON KHUIIKU B TIEPHUOJT OOOCTPEHHUSI.
4.4. Oco0Oble ykazaHus U Mepbl IPeI0CTOPOKHOCTH MPU MPUMEHEHUHN
C OCTOpPOXKHOCTBIO CIEAYET MPUMEHSATH Mpenapar y AeTeil B Bo3pacte oT 2 110 4 JeT.
[Ipenmapar I'epObroH cupom MOAOPOKHWUKA HE PEKOMEHIYeTCs I NPUMEHEHHS y JeTe B
BO3pacTe OT 2 110 4 et 6e3 npeaBapuTeIbHOM KOHCYIbTAllMU Bpaya.
[Ipy BO3ZHMKHOBEHHM OJBIIIKH, JIMXOPAJKH WIM MOKPOTHl C KpPOBBIO MAIMEHTY CleIyeT
0o0paTUThCS K Bpauy.
[Tpu coxpaHeHHH CUMITOMOB 3a00JeBaHMs B T€UeHHME 7 JHEW WM YXYALICHUHM COCTOSHUS Ha
(hone mpreMa mpemnapara NalueHTy CJIeyeT 00paTUTHCS K Bpayvy.
[TanmeHTy pekoMeHIyeTcsi MUTh MHOTO BOJBI WM JPYTHMX TEIJIbIX HAMTKOB B TEUEHHE Kypca
JICYEHHUsI, HO HE cpasy MocJe npueMa npemnapara.

BcnoMorarenbHabIe BelliecTBa

Memunnapaeuopokcubenzoam (E218)

MoskeT BBI3bIBaTh AJUIEPTUYECKHE PEaKIUK (B TOM YHUCIIE OTCPOUCHHBIE).

Caxapo3za

[TarimeHTaM ¢ peaKo BCTPEUAIONIEHCs HACIEACTBEHHOW HENEePEHOCHUMOCTBI0  (PYKTO3HI,
TII0OKO30-TaJJaKTO3HON MasibabcopOuuelt wim AeQUIUTOM caxapas3bl-M30MaibTa3bl HE CIEIYeT

IIPUHUMATb TOT Ipenapar.
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1apara (COOTBETCTBYET | MO3WpYIOMIEH JIOKKE) COAEPKHUTCS 4 T caxaposbl, YTO
cootBeTcTBYeT 0,4 XxneOHbiM enuuuinaM. B 10 M mpemapara (COOTBETCTBYET 2 IO3UPYIOMIMM
JIO’KKaM) COAEPKUTCS 8 T caxapo3bl, 9TO COOTBETCTBYET 0,8 XJI€OHBIM €TUHHUTIAM.

4.5. BzaumopneiictBue ¢ JAPYrMMHM JIeKAPCTBEHHBIMH I@IpenapataMd M JApyrue BHAbI
B3aUMOJeCTBUH

[Ipemapar ['epOuoH cuponm TOJOPOXKHHKA HE CIEAYeT MPHUMEHATH OJHOBPEMEHHO C
IPOTUBOKALUIEBBIMM ~ MperapaTaMdM M JICKapCTBEHHBIMU  CPEACTBAMM, YMEHBIIAKOIIMMU
00pa30BaHKE MOKPOTHI, TaK KaK 3TO 3aTPYAHSIET OTKAIUTMBAHUE PA3KUKCHHON MOKPOTHI.
[Ipenapar He ciaemyeT NPUMEHATh OJHOBPEMEHHO C APYTMMH JIEKapCTBEHHBIMU IperapaTami,
COJIEpIKAIIMMHU aCKOPOMHOBYIO KHCIIOTY.

4.6. ®epTUWIBHOCTDH, 0€PEMEHHOCTD U JIAKTALMS

BepeMeHHBIM U KOPMSIIMM >KEHIIMHAM NPUHUMATh npenapaT ['epOuoH cHpOm MOJOPOKHHUKA
IPOTHBOIIOKA3aHO (B CBSI3M C HEJIOCTaTOYHOCTHIO JaHHBIX 10 OE30MaCHOCTH HpPUMEHEHHS
npernapara y yKa3aHHOW TPYIIbI MAIUEHTOB).

4.7. BausiHre Ha CIOCOOHOCTH YNPAaBJSATH TPAHCHOPTHBIMH CPeACTBAMHM U pPadoTaTh C
MeXaHu3MaMu

[Tpumenenue npenapara ['epOMOH cHPOIT TOJJOPOKHUKA HE OKA3bIBAET BIMSIHUS HAa CIOCOOHOCTD
K BBIMIOJHEHUIO MOTEHIMAIBFHO OMACHBIX BHUJIOB JICSITEIBHOCTH, TPEOYIOIIMX TMOBBIIICHHON
KOHIIEHTpAIlM1 BHUMaHUs U ObICTPOTHI ICHXOMOTOPHBIX PeaKIHii (yIpaBiieHUe TPaHCIIOPTHBIMU
CpeacTBaMH U paboTa C MEXaHU3MaMH, B TOM YKCIie paboTa Aucrerdepa, onepaTopa).

4.8. HexkesaTeibHbIC peaKIUH

Pesrome HexenaTeIbHbIX PEaKIui

Hapywenust co cmopoHvl uMMYHHOU cucmembl. aJUICPTHYSCKUE PEAKITUH.
JKenyoouno-kuweunvie Hapyulenusi. TACTICTICHYCCKUE SIBJICHUS (M3KOTa).

COO6U_ICHI/IC O IMOA03PEBACMBIX HCKCIATCIBbHBIX PCAKITUAX

BaxxHo coo0marb 0 T0M03pEBAEMbIX HEXKEJIATEIbHBIX PEAKIMAX II0CJIe PETrHUCTpaliu
JICKApCTBEHHOTO Tperapara C Lelblo 00eCneueHus] HeMPEPhIBHOIO MOHUTOPUHIA COOTHOIIICHUS
«TI0JTb3a — PUCK» JICKAPCTBEHHOTO Tpernapara. MEIWIUHCKUM pPAaOOTHHKAM PEKOMEHIYETCS
coo0maTh 0 JHOBIX TMOJ03PEBAEMBIX HEKEJIATEILHBIX PEaKIUIX JICKAPCTBEHHOTO TMpernapara
4yepe3 HAIMOHABHBIE CHCTEMBI COOOIIEHUS O HEXEIATeIbHBIX PEAKIUIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3k0HOMHUYECKOTO CO03a.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBsiHCKas 11, 1. 4, cTp. 1

®denepanpHas ciryx0a 1mo Haa3opy B chepe 31paBoOXpaHCHUS

Ten.: +7 (800) 550 99 03


ЛП ГП СОГЛАСОВАНО


gg?‘ﬁ(ﬁ‘ggﬂ% COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ey e i eenaeven ot 24.04.2025 N= 10947
MPUKASOM OT 17.12.2025 Ne 1554 (MOCNEQOBATENEHOCTE 0004)

MOCNEAOBATENIbHOCTHL 0010

ATpec . outhl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybonuxa benapyco

220037, r. Munck, ToBapuieckuit miep., 1. 2a

VII «lleHTp 3KCNIEPTU3 U UCTIBITAHUN B 3/IpaBOOXPAHECHUI

Ten.: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec 311. moutsl: repl@rceth.by

Be06-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiton balikonsip, yn. A. Imanosa, 1. 13, BIl «Hypcayner 2»

PI'TI va ITXB «HamuoHambHBIN HEHTP 3KCIEPTU3bI JTEKAPCTBEHHBIX CPEJACTB U MEIUIIMHCKHUX
m3nenuiny Kommrera wMemunuHCKOro u  ¢apMameBTHUECKOro KOHTpOJsi MuMHHCTEpPCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 511. noutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. EpeBan, np. Komutaca, 1. 49/5

I'HKO «llenTp sKcnepTU3bl JIEKAPCTB U MEAULIMHCKUX TEXHOJIOTUI»

Ten.: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 311. moutsl: vigilance@pharm.am

Be06-caiit: http://pharm.am

Kuvipevisckas Pecnybnuka

720044, Yyiickas obnacts, T. bumkek, yiu. 3-s Jlunusg, 1. 25

JlenapTaMeHT JeKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3AETUN

Ten.: +996 (312) 21 92 86

Anpec 511. moutsl: pharm@dlsmi.kg

Be6-caiit: https://www.dlsmi.kg

4.9. IlepenosupoBka

CUMIITOMBI

Jlo HacTosIero BpPEMEHH O Clydasx Iepelo3upoBKH He coobmanock. Ilpu npumenenun
mpemapata B J03aX, [MPEBBIMAIOIIMX PEKOMEHAyeMble, BO3MOXKHO pa3BUTHE/yCUIICHHE
J10303aBUCHUMBIX HEXKENATEIbHBIX PEAKIUH.

Jleuenue


ЛП ГП СОГЛАСОВАНО


COLNACOBARO COOTBETCTBYET 3KCMEPTHOMY OTUETY
MVIHMC;EE%‘{/%%AM/IKSVEE/EJ@VC_\)FQ;(ECHEHI/Iﬂ ot 24 04 2025 N2 10947
MPVKA3OM OT 17.12.2025 Ne 1554 (MNOCNEOOBATENEHOCTE 0004)

MOCNEAOBATENIbHOCTHL 0010

CHMIITOMAaTHYCCKOC.

5. ®APMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoanHaMHYeCKUE CBOIICTBA
dapmakoTepaneBTHUECKasi TpYIIa: Npenaparbl, NPUMEHsEeMble MpU Kalule W MPOCTYIHBIX
3a00MIeBaHMSIX; OTXapKUBAIOIIME CPEJICTBA, KPOME KOMOMHAIMKA C MPOTHBOKAILIEBHIMHU
CPEICTBaMM; OTXapKUBAIOIINE CPECTBA
Kon ATX: ROSCA10

MexanuszM geircTBys U hapMaKOIMHAMUYECKHE CBOMCTBA

B mnpenapare ['epOwoH cHpON MOJOPOKHUKA COACPKHUTCA DKCTPAKT U3 CMECH JIUCTHEB
MOJOpOXKHUKA  JaHneToBumHoro  (Plantago  lanceolata 1.s.l) W  1BEeTKOB MajbBbI
necuoit (Malva sylvestris L.), a Ttaxke Butamun C. IIpemapat o0mamaeT OTXapKHBAIOIIWM,
MIPOTHBOBOCTIAIUTEILHBIM, AHTUMUKPOOHBIM (6aKTepUOCTATHUECKHM ) JIEHCTBUEM.
[IpoTuBoKamIIeBOE ASUCTBUE MpENapara OCYIIECTBISETCS 32 CUET MEXaHUYECKOTO BO3ICHCTBHS
MOJIMCAXapyuJ0B HA CIM3UCTYI0 000s0uky. Buramun C yuyacTByeT BO MHOTMX OOMEHHBIX
npoIeccax B OpraHu3Me, YKPeIIsieT IMMYHHYIO CHCTEMY U CIIOCOOCTBYET pereHepaliu KJIETOK.
5.2. @apmakoKkHHeTHYeCKHEe CBOMCTBA

Henpumenumo.

6. ®PAPMAIEBTUYECKHUE CBOVCTBA
6.1. IlepevyeHp BCIOMOraTeJIbHBIX BelllECTB
Caxapo3sa
Metunnaparuapoxkcubenzoar (E218)
ApoMaTuzaTop  ameinbCMHa ~ Macio  (apOMATHU3MPYIOIIME  BEIIEeCTBA,  HATypallbHbIC
apoMaTHU3UpyroIIKe BemecTsa, anTuokcuaant (E320))
6.2. HecoBmecTuMOCTB
Henpumenumo.
6.3. Cpox roaHocTH (CPOK XpaHEeHUs)
3 rona.
Cupor HeoOX0IMMO HCIIONIb30BATh B TCUCHHE 3 MECSIIEB MOCIE BCKPBITUS (pIIaKoHa.
6.4. OcoObie Mepbl NPEAOCTOPOKHOCTH MPHU XPAHEHUHU
Xpanutb pu TemnepaType He Boimie 25 °C, B OpUrHHABHON yIakoBKe ((IakoH B Mayke).
He xpaHHTb B XOJIOAMIBLHUKE.

6.5. Xapakrep u coep:kaHue IePBUYHON YIIAKOBKH


ЛП ГП СОГЛАСОВАНО


COLAGOBAHO COOTBETCTBYET 3KCTIEPTHOMY OTUETY
MAHACTERCTEOM SIPABOOKPAHEHI o7 24.04.2025 N= 10347
MPUKAZOM OT 17.12.2025 Ne 1554 (MOCNEOOBATENEHOCTE 0004)
nocneEfOBATENbLHOCTL 0010

TI0 130 ™I cupoma BO ¢urakone TeMHoro crekna (tum ), 3aKynmoOpeHHOTO KPBIIMIKOW C
KOHTPOJIEM TIEPBOTO BCKPBITUS U3 TIOJUITUIICHA BRICOKOW TUIOTHOCTH C PAaCCEKaTeNeM JKUKOCTH
U3 TOJIMATUIICHA BBICOKOH IUIOTHOCTH ¥ MOJMATHIICHA HU3KOW TUIOTHOCTH.

Kaxnapiii hrakoH momemaroT B MayKy KapTOHHYIO BMECTE C JIO3UPYIONIEH MIaCTUKOBON JIOKKOM
Y JTNCTKOM-BKJIQ/IBIIIIEM.

6.6. OcoOble Mepbl TNPeIOCTOPOKHOCTH TMPH  YHMYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0  TpemapaTra WJIH OTXO0[0B, TMOJYYeHHbIX TMoOcjJde NpPUMeHEeHHs
JIEKAPCTBEHHOT'0 Tpenapara, i Apyrue MaHUMyJIsHH ¢ PenapaToM

Oco0Obie TpeOOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
CnoBenus
AO «KPKA, n.1., HoBo mecto», [lImaprenika iecta 6, 8501 Hoo mecto
Ten.: +386 7331 21 11
®axc: +386 7332 15 37
Anpec a11. moutsl: info@krka.biz
7.1. llpeacraBuTteb AepkaTess perucTPAIHOHHOIO YI0CTOBEPEeHUs

IIpeTeH3uu HOTDG6PITCJ'ICfI HaIpaBJATh I10 aApPECy:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckas o61., T. Uctpa, yi. MockoBckas, 1. 50

Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec a11. moutsl: krka-rus@krka.biz

Pecnybonuxa benapyco

[IpencraButenscTBo AkuuonepHoro obmiectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniyonmka CnoBenusi) B PecniyOmnuke benapych

220114, r. MuHck, yin. @unumonoBa, 1. 2517, opuc 315

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

Anpec 511. noutsl: info.by@krka.biz

Pecnybnuxa Kazaxcman

TOO «KPKA Kazaxcran»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Ten.: +7 (727) 311 08 09


ЛП ГП СОГЛАСОВАНО


gg?‘ﬁ(ﬁ‘ggﬂ% COOTBETCTBYET 3KCMEPTHOMY OTUYETY
Ol PR OO AHE U o7 24.04.2025 N= 10347
MPVUKAZOM OT 17.12.2025 Ne 1554 (MOCNEOCBATENEHOCTE 0004)

MOCNEAOBATENIbHOCTHL 0010

ATpec o1, roursl: info.kz@krka.biz

Pecnybnuxa Apmenus

[TpencraBurenscTBo «Kpka, 1.1., HoBo Mecto» B PecniyOninke ApMenus

0001, r. EpeBan, yn. Han6angsn, n. 106/1 («CAAT-HOBA» BUBHEC-LIEHTP), oduc 103
Ten.: +374 11 560011

Anpec >11. moutsl: info.am@krka.biz

Kwipevizckasa Pecnybauka

[IpencraBsurensctBo AO «KPKA, ToBapna 3apaBui, 1.4., HoBo mecto» B Keipreiscrane
720040, Yyiickas obmacts, T. bumikek, OynbBap DpKuHIUK, 1. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec a1. moutsl: info.kg@krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O Y IOCTOBEPEHMSI
JITT-Ne(000568)-(PT-RU)

9. TATA NEPBUYHOM PETUCTPAIIUU (HOATBEPKJIEHUS PETUCTPAIIUH,
HEPEPEI'UCTPALIMN)

JHara nepBoit peructpauuu: 11 pespans 2022 r.
10. JATA HIEPECMOTPA TEKCTA
OO0mas xapakTepuCTUKa JIEKapCTBEHHOTo mpernapara ['epOroH cupon MoJOpOKHUKA JTOCTYITHA

Ha MH(pOpMAIMOHHOM mnopTaje EBpa3uiickoro 3KOHOMHUYECKOro CO3a B HMH(OPMALMOHHO-

KOMMYHUKaIIMOHHOM ceTn «MHTepHeT» http://eec.eaeunion.org.
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