OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tanaryc dopre, 50 Mr, TabIeTKH, MOKPHITHIC JICHOYHONH 0007I0UKOH

2. KAYECTBEHHBINA U KOJTMYECTBEHHBINA COCTAB
JleiicTByloliiee BelecTBO: OyTaMupar.
Kaxxnas tabnerka comepxut 50 Mr Oyramuparta (B BUIE ITUTPATA).
BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npemnapara: JakTo3bl MOHOTHIpaT (cM. pasaenst 4.3., 4.4.).

[TonHbIi TepedeHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTKH, MOKPHITHIE INICHOYHOU 000I0YKOM.
Kpyribie, ABOSKOBBITYKIIbIE TaOJIETKH C (haCKOW, MOKPHITHIC IJICHOYHOW 00O0JIOUKOM KpacHO-
KOPUYHEBOTO LIBETA.
Bun Ha usnome: Genast mepoxoBaTash Macca € IUICHOYHOM 000JI0UKOM KpacHO-KOPUYHEBOTO

IIBETA.

4, KIMHUYECKUE JAHHBIE
4.1. IToka3aHusi K NPUMEHECHHUIO
CuMnToMaTH4eCcKOe JICYCHUE CYXOTO KallUIsl pa3IMuHON STHOJIOTUH.
4.2. PesxuM 103MPOBaHNSI U CTIOCO0 MPUMEHEHUsI

PexxuM 103upOBaHus

Bspocnvie
[To 1 Tabnetke 2-3 pa3a B JIcHb.
eTH
Hetu crapure 12 net: o 1 tabnerke 1-2 pas3a B 1eHb.

Crooco0 rmpuMeHeHus

BuyTps, nepen enou.
Ecnu xamens coxpansiercst 6osee 5-7 THEH, TO ClieTyeT OOpaTUThCS K Bpavy.
4.3. IlpoTuBONOKA3aHNUSA
e [ Umep4yBCTBUTEIBHOCTh K OyTaMHUpATy /WU K TF0OOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
IIEPEYUCIIEHHBIX B pa3zaene 6.1.

e OpaHOBpEeMEHHBIN IPUEM OTXAaPKUBAIOLIUX MIPEMAPATOB.



e bepemennocts (I TpumecTp).
e [lepuoa rpyaHoro BCKapMIMBaHUS.
e Jlerckuii Bo3pact 110 12 ner.
e Peakxo Bcerpedaromasicss HACIEACTBEHHAs HEMEPEHOCHMOCTh TalaKTO3bl, Je(UIUT
JIAKTa3bl WU TIIOKO30-TaJaKTO3HAs MallbaOCOpOIIHs.
4.4. OcoOble yka3aHHus U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO

bepemennocts (11-111 Tpumectpsr).
Ecimu mocne 5-7 nmeit mpumeHenwsi mpenapara I[lanatyc Qopre kamenb He TpeKpariaercs,
HEO0X0MMO 00paTUTHCS K Bpady.

BcnomorarensHbIe BEIECTBA

[Ipenapar Ilanaryc ¢opre comepX UT JaKTO3y, MO3TOMY MPOTHBOIIOKA3aH MPU CIEAYIOLINX
COCTOSIHUSIX: PEIKO BCTpPEYAoIlascs HACJIEICTBEHHAs HENEPEHOCUMOCTh TajlakTO3bl, Ne(ULIUT
JIAKTa3bl WU TIIOKO30-TaJaKTO3Has MallbaOCopOIIHs.

4.5. B3amMojgelicTBMe C JAPYIHMH JIEKAPCTBEHHbIMHM IIpenapaTramMd W JApyrue BH/bI
B3aNMOAEHCTBHIA

Kakwne-1mm60 ekapcTBeHHBIC B3aUMOICHCTBUS /15t OyTaMupara He ONHCAHbI.

B cBa3u ¢ Tem, uro Oyramupar mnojaBiseT KanuieBoll pediekc, cregyer usberarb
OJIHOBPEMEHHOT'0 MIPUMEHEHHSI OTXapKUBAIOIINX CPEJCTB BO M30eKaHNE CKOIUIEHUS] MOKPOTHI B
JBIXaTEJIbHBIX MYyTAX.

B nepuoa npumenenus npenapara [lanaryc ¢opre He pekoMeHayeTCsl IPUMEHEHHE aJIKOT oI, a
TaK)Ke JIEKAPCTBEHHBIX CPEJICTB, YTHETAIOIIUX LEHTPaIbHYI0O HEPBHYIO CHUCTEMY (CHOTBOPHBIE,
HENPOJIENITUKY, TPAHKBUJIM3ATOPBI U AP.).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTh U JIAKTALMSA

bepeMeHHOCTB

Her nmannbpIx o 6e30macHOCTH puMeHeHHs nipenapara [lanaryc ¢opre Bo BpeMs 6€peMEeHHOCTH
U IPOXOXKJCHUU €ro 4epe3 IUlaleHTapHbId Oaprep. [Ipenapar nmpoTHBONOKa3aHO NMPUMEHATH B
| pumectpe OepemenHoctu. Bo II u Il TpumecTpax GepeMEHHOCTH BO3MOXKHO IMpPHUMEHEHHE
npernapara TOJIbKO M0CJie KOHCYJIbTAllH C BPauoM.

JlakTanus

YuuTeIBas OTCYTCTBHE JAHHBIX O BBIACICHUN OyTamMHpaTa B MaTEPUHCKOE MOJIOKO, TPUMEHEHHE
npenapata [lanatyc ¢opTte B nepuo/ rpyHOro BCKapMIIMBAHUS IPOTUBOIIOKA3aHO.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €

MEXaHU3MaMHU



[Tpemapar IlanaTyc ¢opTe MOXKET BBI3BIBATH COHJIMBOCTH H TOJIOBOKPY)KEHHE, IOITOMY
HEOOXOUMMO COOJIFO/IaTh OCTOPOKHOCTh MPH YNPABICHHH TPAHCIOPTHBIMU CPEACTBAMH U
MEXaHU3MaMHU, Tpe6YIOH_II/IMI/I HOBBILHGHHOﬁ KOHHGHTpaHI/II/I BHUMAHUA nu 6BICTp0TLI
MICUXOMOTOPHBIX PEAKIUH.

4.8. HexkesiaTesIbHbIE peaKIIUU

PesroMe HexxenaTeabHbBIX PEAKIUT

HexenarenbHple peakiuy, KOTOPHIE MOTYT pa3BUBAThCS BO BpEMs JICUCHUS OyTaMHpaTOM,
KJIaccu(UIUPOBAHBl B COOTBETCTBUH CO CIICAYIOMICH 4YaCTOTOH BCTPEYaEMOCTH: OUYEHb YaCTO
(= 1/10), gacro (ot > 1/100 mo < 1/10), mewacro (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000
10 < 1/1000), ouenp penko (< 1/10000), yacTtora Hem3BecTHa (HE MOXKET OBITH ONpeecHa Ha
OCHOBaHWHW UMECIOIINXCS JTAHHBIX).

HexenarenpHple peakid CrPYNIUPOBAHBI B COOTBETCTBUM C TIOPSAKOM HAa OCHOBAaHUU
cucTeMHO-opransbix kinaccos (COK).

Hapywenus co cmopoHul HepsHOU cucmembl:

PEIKO — COHJIMBOCTb, TOJIOBOKPYKEHHE.

Kenyoouno-kuweynvle napyulenus:

PEIKO — TOIIHOTA, PBOTA, JIUAPES.

Hapywenus co cmopoHbl Kodcu u NOOKONCHBIX MKAHEU:

pPEeAKO — dK3aHTeMa, KPAIMBHHUIIA.

Obwue HapyweHuss u peakyuu 8 mecme 66edeHus: BO3MOXHO DPa3BUTHE aJUIEPTUYECKUX
peaKunii.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxxno coo0mate 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pPEaKIUsIX IMOCle pPerucTpanuu
JIEKapCTBEHHOTO Tpernapara ¢ 1eJIbl0 00eCIIeUeHHs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO TMpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHYyEeTCs
co00IIaTh O JIIOOBIX TOM03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JEKApPCTBEHHOTO IMpemnapara
Yyepe3 HallMOHABHBIE CUCTEMBI COOOIICHUS O HEXKEIATeNbHBIX PEAKIIMIX TOCYyIapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOT0 COK03a.

Poccuiickaa ®@eoepayus

109074, Mocksa, CrnaBsHcKas mIomais, 1. 4, ctp. 1

®denepanbHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUs

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

Anpec 3. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiiT: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka


http://www.roszdravnadzor.gov.ru/

CHMIITOMBI

COHIHBOCTH, TOJIOBOKPYKEHHE, TOITHOTA, PBOTA, O0JIb B )KHBOTE, TUAPES, Pa3IpaKUTEIHHOCTS,
HapyILIEHUE KOOPAUHAIIMY JIBMKCHUH, CHIDKEHHE apTEPUAIbHOTO J1aBJICHHUS.

JleueHue

[TpoMBITh JKENMyJ0K, HA3HAYNUTh AKTUBUPOBAHHBIN yTOJb, CIAOUTEIBHBIC CPEICTBA, a TaKKe
MIPOBECTU MEPONPHUSITUS IO TMOIACPKAHUIO (PYHKIIMH CEPACYHO-COCYIAUCTON W JBIXaTeIbHOU

CHUCTCM. AHTI/IZ[OTa HeT. JledeHne cuMNTOMaTHYECKOE.

5. ®APMAKOJIOTHUECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
dapmakoTepaneBTUUYECKasl TPYIINa: MPOTUBOKAIIIEBOE CPEJICTBO IEHTPAIBHOTO IEUCTBUS
Kox ATX: RO5DB13

MexaHu3M ASHCTBHUS U d)aDMaKOHI/IHaMI/I‘leCKI/Ie Sd)d)CKTLI

JleiicTByroliee BELIECTBO OyTaMUpAT SIBISIETCS MPOTHUBOKAILIEBBIM CPEICTBOM IEHTPAIbHOIO
NeMCTBUS, HE OTHOCSIIMMCS K alKaJIOMJIaM ONHs HU XUMHUYECKH, HU (DapMaKoIOrHMYecKH.
[TopaBnger kamenb, oOnajgas MNpsAMBIM BIMSHUEM Ha KamieBod 1eHTp. OKkasbIBaer
Ooponxoqunatupyoomuil 3¢gdexr. CriocodcTByeT 00NErYeHUI0 AbIXaHUs, yiydllas MOKa3aTeln
CHUPOMETPUH (CHUKAET CONPOTUBIICHUE JbIXaTEJIbHBIX MTyTel) U OKCUTE€HAIIMH KPOBH.

5.2. ®apmakoKUHEeTHYECKHE CBOHCTBA

AOcopO1us U pacupeaelcHue

ByTtamupar ObICTpPO U MOJHOCTBIO BCACHIBAETCS MTPU ITPUEME BHYTPb.
[Ipy MOBTOpHOM NpPHUMEHEHUU OyTamHupara €ro KOHIEHTpalus B IJa3Me€ KpPOBH OCTaEeTCs
JMHEHHON M KyMYJISILIMKM HEe HAaOJt01aeTcCsl.

BI/IOTDaHCd)ODMaHI/IH U 3JIMMHHAIA

I'upponus OyTtamupara, MepBOHAYAIILHO 110 2-pernnmacistHon KHCJIOTBI u
JTUATUIIAMHUHOATOKCHATAHOIa, HAYMHACTCS B KPOBH. OTH METaOONHMTHI Takke OO0JagaroT
MPOTUBOKAINIUIEBOM aKTUBHOCTHIO. byTamupar ®u ero MeraboiuThl 00JIaJal0T  TOYTH
MakcuManbHOU (oKkomo 95 %) cTemeHbl0 CBSA3bIBAaHUS C OemKkaMu TJ1a3Mbl  KPOBH, 4YTO
00yCcliaBnmuBaeT uX JUIUTEIbHBINA Iepuo monyBbiBeaeHus (TY%) u imuTensHOe MPOTUBOKAIILIEBOE
nerictBue. MeTaboMUThl BBIBOJIATCS TMPEUMYIIECTBEHHO TOYKAMH, MPUYEM METaOOIUTHI C
KHCJIOM peakuuel B 3HAYUTENIbHOW CTENEHW CBS3aHbl C TIIIOKYPOHOBOW KHCHOTOW. TY2
cocTaBisieT 6 4acos.
6. ®PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JlakT03bI MOHOTHApPAT



IMoBunmon K-25

['nnpomennoza 15000 mllac
Tanbk

Maruus creapat

Kpemuust 1MOKCH KOJIITOUAHBIN

0O0004YKa [IJIEHOYHA:

['nnpomennosza 6 mIlac

Turtana guokcun (E171)

Kpacurens xene3a okcuy kpacHsiil (E172)

Tanpk

IIponwiieHrnuKoIb

6.2. HecoBmecTUMOCTH

Henpumenumo.

6.3. Cpok roqHocTH (CpoK XpaHeHHs )

S Jer.

6.4. OcoOble MepbI NPEJOCTOPOKHOCTH NPH XPAHEHHU U

XpaHuTh 1pu Temneparype He Boie 25 °C, B OpUrHHAJIbHON yIIaKOBKE.

6.5. XapakTep u coaep:xkaHue NePBUYHON YIAKOBKHU

[To 10 Tabnerok B O6muctepe u3 [IBX/amromunueBoit honsru (PVC/Al-foil).

[To 1 6mucTepy BMecTe ¢ MHCTPYKIIMEH MO TPUMEHEHHUIO MTOMEIIAIOT B TA4YKy KapTOHHYIO.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH TNPH  YHHYTOKCHHHM HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHUMEHEeHUus:
JIEKApPCTBEHHOI0 Npenapara, u Apyrue MaHuIyJIsiMU ¢ NpenapaTom

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUSA
CrnoBenus
AO «KPKA, n.1., HoBo mectoy», llImapwemnika necra 6, 8501 HoBo mecto
Ten.: +386 7 331 21 11
dakc: +386 7 332 15 37
Anpec 351. moutsl: info@krka.biz
7.1. IlpeacTaBUTENb A€PsKATE/ISI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[IpereH3un noTpedUTEIE HANPABIATH 110 AAPECY:

Poccuiickaa ®@eoepayus

000 «KPKA-PYCy, 143500, MockoBckas 0611., . McTpa, yi. MockoBckas, 1. 50



Ten.: +7 (495) 994-70-70
daxc: +7 (495) 994-70-78
Anpec 351. moutsl: Krka-rus@krka.biz

Be6-caiit: www.krka.biz

8. HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHUS
JITT-Ne(000339)-(PT-RU)

9. IATA MEPBUYHOI PETUCTPAIIMY (TOATBEPKIEHMS PETUCTPALINH,
MEPEPETUCTPALIMN)

[Hara nepsoii peructpauun: 30 aBrycra 2021 r.

10. JATA TIEPECMOTPA TEKCTA
6 anpens 2022 r.

OOrrass  XapakTepHCTHKa JIGKAPCTBEHHOro mpemapara IlaHatyc ¢opre [mocTymHa Ha
UH(OPMAIIMOHHOM TopTaiie EBpasuiickoro 3KOHOMHYECKOTO €032 B HMH(OPMAIIMOHHO-
KOMMYHHUKaIMOHHOM cetn « HTepHe™» https://eec.eaeunion.org.


mailto:krka-rus@krka.biz
http://www.krka.biz/

