OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tanaryc dopre, 50 Mr, TabIeTKH, MOKPHITHIEC INIEHOYHOW 000JI0YKOM

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTBy1oIIIEE BEUIECTBO: OyTaMHUpar.
Kaxxnas Tabnerka, mOKphITask INICHOYHON 000JI0UKOM, coepuT 50 Mr Oyramupara IuTpara.

BemecTBa, HaJMune KOTOPBIX HAJIO0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Iperapara: JIakTo3a (cM.
paznen 4.4.).

ITomuprit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIICHOYHOM 000T0YKOM.

Kpyrible, 1BOSKOBBINYKIIbIE TaONETKH € (HacKOM, MOKPBITHIE IJIEHOYHOW O00O0JIOYKOM KpacHO-
KOPHUYHEBOT'O 1IBETA.

Bun na uznome: Genas mepoxoBarasi Macca ¢ IJIEHOYHOM 000JI0UKOM KPAaCHO-KOPUYHEBOTO 1[BETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHUIO

[IpenmapaT moka3aH K HPUMEHEHHUIO Yy B3pOCIBIX U IMOJAPOCTKOB B Bo3pacte OT 12 et i
CUMIITOMAaTUYECKOTO JIEYEHUS CyXOT0 KAl Pa3INYHOW STUOJIOTHH.

4.2. Pe:xuM 103MPOBaHUS M CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

Bspocinbie
ITo 1 Tabnerke 2—3 pa3a B €Hb.

eTn
Iloopocmxu 6 so3pacme om 12 0o 18 nem

ITo 1 Tabnerke 1-2 pa3a B JicHb.

Jemu 6 6ospacme om 0 0o 12 nem

[Ipenapat ITanaryc gopte npoTtuBomnokasan y neteit B Bospacte ot 0 1o 12 et (cm. pasgen 4.3.).

Cnoco0 mpuMeHeHus

BuyTps, nepen enoi.

Ecnu kamenb coxpansiercst 6onee 5—7 qHEH, TO cleayeT 00paTUThCS K Bpady.

4.3. IIpoTuBoONOKAa3aHUS



e [ unep4yBCTBUTEIBHOCTh K OyTamMupary WM K JIOOOMY U3 BCIIOMOTAaTEJIbHBIX BEILECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

e OnHOBpPEMEHHBIH MTPUEM OTXaPKUBAIOIINX MPETIAapaToB.

e bepemennocts (I TpuMecTp) U nepuoj rpyIHOrO BCKapMiIkBaHus (cM. paszaen 4.6.).

e Jlerckuii Bo3pact o 12 ner.

4.4. OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

[Ipemapat crneayeT NPUMEHSTh ¢ OCTOPOXKHOCTHIO ipu Oepemennoctu (I1-111 TpumecTpsr).

Ecnu mocie 5-7 nHeil mpumMeHenus mpenapata [lanatyc ¢popre Kaimenb HE IpeKpaiaercs,
HE00X0IUMO 0OpATUTHCS K Bpauy.

BcnomMorarenpHBIE BEISCTBA

Jlakmosa

JlaHHBII JICKAPCTBEHHBIN Mpenapat He CleAyeT MPUHUMATh MalMEeHTaM C PEIKO BCTPEYArOIIeHCs
HACJICJICTBEHHOW HEMEPEHOCUMOCTBIO TaaKTO3bl, JIAKTa3HOW HEIOCTATOYHOCTHIO WJIM TITFOKO30-
raJIaKTO3HOHM MabaObCcopOIHei.

4.5. B3aumojaeiictBue ¢ JPyrUMH JIeKAPDCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BHJbI
B3aMMOJACHCTBUSA

Kakue-nmu6o nexkapcTBeHHbIE B3aUMOJIECHCTBUS J1s1 OyTamHupaTa HE OIUCAHBbI.

B cBs3u ¢ TEM, 4YTO 6YTaMI/Ip8.T IO JaBJIACT KalieBoOu pe(1)J'ICKC, IIPOTHUBOIIOKA3aHO OAHOBPEMCHHO
IMPUMCHATH OTXapKUBAOIIUE CPCACTBA BO n30eKaHNE CKOIJICHUS MOKPOTBI B AbIXAaTCJIIbHBIX ITYTAX.

B nepuon npumenenus npenapara [lanatyc ¢popTe HEe peKkoMeHAyeTcs NPUMEHEHHE allkoroiis, a
TaK)X€ JIEKapCTBEHHBIX CPEJCTB, YTHETAIOLIUX LEHTPAJIbHYIO HEPBHYIO CHCTEMY (CHOTBOpHBIE,
HEHPONeNTUKH, TPAHKBUIU3ATOPHI U JIP.).

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD M JAKTALUSA

bepemeHHOCTD

Her nannbIx o 6e3omacHocTH npuMeHeHus npenapara [lanaryc ¢gopre Bo BpeMs O€peMEHHOCTH U
MIPOXOXKJICHUH €ro uepe3 IulaneHTapHblil O6apwep. Ilpenmapar [lanaryc ¢opre mpoTuBonokaszaH B
| tpumectpe Oepemennoctu (cM. pasznen 4.3.). Bo II u III pumecTtpax OepeMEHHOCTH TpHEM
npernapara BO3MOXKEH TOJIBKO IOCIIe KOHCYJIbTAIlMK C BPAuoOM.

JlakTarms

CBeneHusi O TMPOHUKHOBEHMHM OyTamupaTa (MeTaO0OJMTOB) B TPYJHOE MOJIOKO YelOBEKa
orcyrctBytor. Ilpmem mpemnapara Ilanatyc ¢popre mNpOTHBOINIOKa3aH B IEPHOJ TPYIHOTO
BCKapMJIMBaHUs (cM. pazzaen 4.3.).

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpeACTBAMHM M padoTath ¢
MeXaHu3MaMH

[Ipenapar Ilanaryc ¢popTe MOXET BBI3BIBaTh COHJMBOCTH U TOJOBOKPYKEHHE, IOITOMY
HE00XO0IMMO COOJII0AATh OCTOPOKHOCTh IIPU YIPaBIEHUN TPAHCIIOPTHBIMU CPEACTBAMHU U PabOTE C
MEXaHM3MaMH, TpeOYIOIIMMU  MOBBIIIEHHOW  KOHLIEHTpAllMM BHUMAaHUS U OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUN.

4.8. HexxenaTebHbIE peakluu



Pe3roMe HexeaaTeabHbIX PEAKIINN

YacToTa BCTpeYaeMOCTH OIpeIelieHa CIIETYFOIIM 00pa3oM:

oueHb yacto (> 1/10);

gacto (> 1/100, o < 1/10);

Hedacto (> 1/1 000, ro < 1/100);

penxo (> 1/10 000, o < 1/1 000);

oueHb peako (< 1/10 000);

Y4aCcTOTa HEM3BECTHA (HA OCHOBAHUH UMEIOIIUXCS JTAHHBIX OLICHUTH HEBO3MOKHO).

HexenarenbHble peakmuu CTPYIIHUPOBAHBI B COOTBETCTBUU C IEPEYHEM CHUCTEMHO-OPTaHHBIX
kiaccoB (COK).

Hapywenus co cmoponvl Hepénoti cucmembi:

PEAKO — COHJIMBOCTD, TOJIOBOKPYKEHHUE.

Hapywenus co cmoponul siceny0ouno-KuueuHo2o mpaxkma:

PEAKO — TOIIHOTA, pBOTA, JUAPES.

Hapywenus co cmoponwl Kodtcu 1 n0OOKONCHbIX MKAHELL:

pPEeIKO — SK3aHTEeMa, KpaluBHUIIA.

Obwue HapywieHus U peakyuu 8 mecme 68e0eHus: BOZMOXXHO Pa3BUTHE AJUIEPTUUECKUX PEaKIUM.

Coo011eHune 0 IMOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxHo coo0marh O 1OJO3peBAacMbIX HEXKEJATENbHBIX PEAKUUAX IMOCIE€ PEerucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEeibl0 O0ECeueHUs: HENPEPbIBHOIO MOHUTOPUHIA COOTHOIIEHHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOro Mpemnaparta. MeAUIUMHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
co00IaTh O JHOOBIX MO03PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMUAX JEKApPCTBEHHOIO IIpenapaTa 4epes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMS O HEXENaTeNbHbIX pPEaKLUUsAX TOCylapcTB — YIEHOB
EBpazniickoro 5KOHOMHU4ECKOT0 COK03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B cdepe 3apaBoOXpaHEHUs

109012, r. MockBa, CnaBsiHCKas TUIoMmasp, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec 31eKTpOHHOM mouThl: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B MH(}OPMaILMOHHO-TEIEKOMMYHHUKAITMOHHOMN CeTH «HTepHe™:!
https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

COHJ'H/IBOCTI), TOJIOBOKPYKCHHE, TOIIHOTA, PBOTA, 0o B KUBOTE, nuapes, pasgpaXKUuTCIbHOCTD,
HapyHUICHUC KOOpAUHAIIUU ,I[BH)KeHHfI, CHMIKCHHC apTCPUAIIBHOTO OJAaBJICHUS.

Jleuenue

[TpoMBITH JKENyOK, HA3HAYUTh AKTHUBHUPOBAHHBIA YIoJb, CIAOWUTENbHBIE CpEACTBA, a TaKXkKe
MIPOBECTU MEPONPUATUS MO MOAJEPKaHUI0 (YHKUMU CEepAEUYHO-COCYIUCTONM U JbIXaTelbHOU
cucTeM. AHTHI0Ta HET. JIeueHrne CHMIITOMaTHYECKOE.

5. PAPMAKOJIOTHYECKHUE CBOVCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOliCTBA



dapMmakoTeparnieBTUYeCKasi TpyMma: Mpernaparbl, MNpUMEHsSeMble MpH Kalule U MPOCTYIHBIX
3a00JIeBaHUSAX; TPOTUBOKAIUICBBIE CPEACTBA, KpPOME KOMOWHAIIMI C  OTXapKUBAIOIIHUMU
CpeICTBaMU; Apyrue NpOTHUBOKAIILJIEBBIE CPEJICTBA.

Koxg ATX: ROSDB13.

MexaHusM aeiictBus U hapMakoaruHaMudeckre dhheKThI

JleiicTBytOIIeE BEMIECTBO OyTaMupar SBISETCS MPOTUBOKANUIEBHIM CPEACTBOM IICHTPAIBHOTO
NCUCTBUSI, HE OTHOCSIIMUMCS K QJIKaJOWJaM OIS HHU XHUMHYECKH, HHU (HapMaKOJIOTUYCCKH.
[TomaBnsier Kamienb, oONMagas TPSAMBIM BIUSHUEM Ha KanuieBod 1meHTp. OkasbiBaer
OpouxonunatTupymuid 3pdext. CrnocoOCTBYET OOJICTUYCHHUIO bIXaHUS, YJIydlnas IOKa3aTeH
CIIUPOMETPUH (CHIKAET CONTPOTUBIICHHUE BIXATEIbHBIX MyTeH) U OKCUTCHAIINH KPOBH.

5.2. apMakoOKHHEeTHYECKHe CBOiiCTBA

AOcopOiuus U pacipeaeacHue

EYTaMI/IpaT 6BICTpO H ITOJIHOCTBIO BCACBIBACTCS IIPU ITPUEME BHYTPb.

BI/IOTDaHCd)ODMaIII/DI U 3JIMMHUHaIusA

I'upponus OyTramupara, IIEPBOHAYAIILHO 110 2-(heHnIMaCISTHOM KHMCIJIOTBI u
JTUATUIAMHUHOATOKCUATAHOIA, HAUYMHAECTCS B KPOBU. OTH META0OMUTHI Takxke 00JagaroT
MPOTHBOKAIIICBOW aKTHBHOCTBIO. ByTaMupar u ero Meta0oiIuThl 001aJat0T MOYTH MaKCUMAIIbHOU
(oxoso 95 %) cTemeHbI0 CBA3BIBAHHMS C OelKaMM IUIa3Mbl KPOBH, 4YTO OOYCIIaBIMBAEeT WX
JUINTENbHBIA mepuoy nonyBbiBeneHust (T'2) u  anuTenbHOE MPOTUBOKAILIEBOE JCHCTBHE.
MeTaboUTHl BEIBOJATCS MPEUMYIIECTBEHHO MMOYKAMH, TPHYEM META0OIUTHI ¢ KUCJION peakiueii B
3HAYUTENBHON CTETIEHU CBS3aHbI C MIIOKYPOHOBOM KuciaoToi. TV coctaBnser 6 4acos.

JInHeHOCTh (HEIMHEHHOCTE)

ITpu moBTOpHOM NpUMEHEHUH OyTaMuparta ero KOHIEHTpalMs B Ia3Me KPOBH OCTAETCs JIMHEHHON
U KyMYJISILUU HE Ha0JIr01aeTcsl.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuensb BcnoMoraTeJbHbIX BelIeCTB

JlakT03BI MOHOTHIPAT

ITosunmon K-25

I'mnpomennosa 15000 mllac
Tanbk

Marnus creapar

Kpemuust nMoKcuI KOJIITOUMAHBIN

O06oJ10uKa TIIEHOYHAS:

I'mnpomennosa 6 mIlac

Turana quokcun (E171)

KpacuTtens xene3za okcup kpacuoiii (E172)
Tanpk

[IponmieHrnmukons

6.2. HecoBMecTHMOCTE
Henpumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHHs)



S ner.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh TIpu Temieparype He Bbiie 25 °C, B OpUruHaJIbHON YIIaKOBKE.
6.5. XapakTep U cojep:KaHHe YIAKOBKH

ITo 10 Tabnerok B 6imctepe u3 [IBX/amomunnesoit ponsru (PVC/Al-foil).

[To 1 6rucTepy BMeCTe ¢ THCTKOM-BKIIAJIBIIIEM IOMEIIAIOT B MAYKY KaPTOHHYIO.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPHU YTHIN3ANMU MCHOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara MM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUs] JeKAPCTBEHHOI0 Npenapara, u
Apyrue MAHMIYJSIIMU € NPenapaTomM

Oco0ble TpeOoBaHUsI OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

CnoBenus

AO «KPKA, n.1., HoBo mecTo»
[[Imapsemika necra 6, 8501 Hoso mecTo
Tenedon: +386 7331 21 11

®axc: +386 7332 15 37

Anpec anexkrponnoit noutsl: info@krka.biz

7.1. IlpeacraBuTeJIb AeprKaTe/Isl PETHCTPALMOHHOIO YA0CTOBEPEHUs!

[Iperen3uu noTpeduTeneit HaNPaBIATH 10 AJPECy:

Poccuiickas @enepanns

000 «KPKA-PYC»

143500, MockoBckast o0u1., . Mctpa, yi. MockoBckas, ja. 50
Tenedon: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec anekrponHoii moutsl: Krka-rus@krka.biz

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUSI

JITI-Ne(000339)-(PT-RU)

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

HCKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCropuu OTIIyCKa «0e3 penuciTar.

OO6mas xapakTepucTUKa JeKapcTBEHHOTo npenapara [lanaryc ¢opre nocTynHa B €IMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zMiickOro »KOHOMHUYECKOTO COK3a M Ha
ouIMaTEHOM canTe YIIOJITHOMOYEHHOTO oprasa (axcrepTHOM OpraHHU3aI1H)
(https://Ik.regmed.ru/Register/EAEU_SmPC).



