MHCTPYKIIASA

10 MCAUUMHCKOMY TIPUMEHEHHIO Npenapara
IpokTo-I' 1uBeHON”

Toprosoe HazBaHne: Hpom—FﬂHBeHm:_@

JlekapcrBennas hopma: Cynno3suTOPHHU PEKTaNbHEBIE

Cocras:

| cynmo3uTopui ConepKUT

Axmusnbie sewgecmea: Tpudenosun — 400 mr, nuaokauH — 40 Mr.

Benomoeamenvhvie eewgecmea: Teepaplit xiup (Burencon E85), teepapiit xup (BuTencon W35).

Onucanue:

I'sepapie, 6e3 TpelMH CyNMO3UTOPHH, TOPNeso0OpasHOi (OPMBI, CErka KUPHbIE Ha oLyrb. Liger
JKENITOBATO-O€NIbINA. 3arnax cnadblid, cnelmpuIecKHii.

PapMakoTepaneBTHYeCKas IPYNNA: POTHBOTEMOPPOHAATIBHOE CPEICTEO.

Koa ATX C05AX03.

Papmako/iOrHyecKHe CBOHCTBA

‘ KOoMOMHMpOBaHHOE MPOTHBOTEMOPPOUAAILHOE CPeAcTBO. Ilpemapar BBI3BIBAET Bhterpoe
ocnabieHne CHMNITOMOB, BbI3BAHHBIX reMoppoeM (Gob, 3y1, HATHKEHHE KOXH). TpubeHosun
YMEHBIIACT NPOHHLAEMOCTh KaMWUIAPOB W YIYYWIAET COCYUCTBI TOHYC, aHTArOHUCTHYECKH
BO3JICHCTBYET HAa HEKOTOPbIE 3HAOTEHHbIE BELIECTBA, BHIMOJIHAIOLIME POJIb MEAMATOPORB npu
Pa3sBUTHH BOCTIANICHHs U O0JH. JINIOKauH OKa3bIBaeT MECTHOAHECTE3UPYIOLIEE ACHCTBHE.
MakcuManbHas KOHUEHTpauus TpuOeHOo3uaa B IuIa3Me KPOBM HaGIIOAaeTcs yepe3 2 yaca

nocine peKkTanbHOTro BBeAcHUsS 1 cynmmosuropusa. TpuGeHO3MA aKTHBHO METa0OJIU3UPYETCS B
opranusme, 20-27 % BBeACHHON O03b! BBIAENSAETCS C MOYOIi B BHIE MeTaGOJINTOB.

Jlupokann nerko aGcopOupyeTcs CO CIM3HMCTBIX 000J0YEK M TUIOXO - C HEMOBPECKACHHOM
Koxd. Ero OuomoctymHocTe cocTaBnser npubnusutensHo 50 % mocie peKTalbHOrO

npuMeHeHus. JluaokanH ObICTpO MBTE!GOJIH3preTCﬂ B rnedeHd. Merabonutel nuaokauHa
BBIAEAIOTCS ¢ MOYOH.

IToxazanusa Kk npuMeHeHHIO
['emoppoii (BHyTpeHHUIT U HAPYKHBII).

IIporuBonoxazanusn
[NoBbilieHHas 4YBCTBUTENLHOCTE K KOMIIOHEHTaM Npenapara, 6epeMeHHOCTE (I TpumecTp).

Cnoco0 npuMeHeHHd ¥ 10351

PektanbHo. I1pH BeIpaKEHHbBIX KIHHHUYECKUX CUMINITOMAax BBOJAT MO | CYNMO3UTOPHUIO YTPOM H
Beuepom. Ilpu obneruennn cumnTomoB - nol cynnosuropuio 1 pas B cyTkH.

[lepeno3vipoBka

Ciyyau nepeno3vpoBkd IIpokTo-I' TMBEHONOM He BBIABJICHBL. B Cllyyae CllydaHHOro npueMa
BHYTpPb pemmenuyema NPOMBIBAHHEC XKEJTYAKE U CUMIITOMAaTHUYEKOE JICUECHHE.
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[1o6ouHOe nericTBHE
Penxkue noOOYHBIE peakllUM, KOTOPhiE MOI'YT BO3HMKHYTH MPH MPUMCHCHHUM JICKAPCTBEHHOTIO
CpeACTBa — peaKlUH B 00J1aCTH NPUMEHEHUS, TaKHUE KaK d¥OKCHHE (OOJIb B MECTE MPUMEHEHH ),

Cbillb U 3Yyll, KOTOPLIE MOrYyT PaCHpOCTPaHsITLCA TAKXKE 3a mpeacibl 00nacTu NMpHUMEHEHMHS.
Kpome atnx nobounsix peakuuii [IpokTo-I THBEHON MOXET BBI3BATH B OYCHDb PEAKHX CIy4yasX

aHaQHUJIAKTUYECKYIO peakildi0 BKJIOUasd TaKHEe CHUMNTOMBI Kak oTek KBHHKe W OTek nuna, a
Takke OpoHXOCNa3M, CEPAeYHO-COCYIUCThIE HAPYLLICHUS, KPAITUBHHILY.

[Ipumenenue B nepuoa 0epeMEeHHOCTH U JIAKTALHH
B uensx 6e3onacHOCTH HE cneayer npuMmeHATh [IpokTo-I MHBEHON B NMEPBOM TPHUMECTPE
| OepeMeHHOCTH. BO_ BTOPOM U TPETLEM TPUMECTpaXx OCPEeMEHHOCTH. a4 TAKKE B HEPHOA
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KOPMACHHS-FPYALIOPSOMEHE
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Oco0ble ykazanuna

IIpokTto-I nuBeHON crneayer C OCTOPOXKHOCTBK) NPHUMEHATH MNallMeHTaM, CTPaaarollnM
NEeYECHOUYHOU HEZOCTATOYHOCTEIO.

llpy nepBoM HOABJICHMH CUMITOMOB CAMOCTOATEILHOE JCHCHHUE HE JAOJUKHO IPOAOJIKATHCS
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KOHCY/IbTALNK BPaHa H yeTAHOBACHYUA Anarnosa.,
Ecin uMerowmecs cUMNOTOMBI 3a00JIEBaHMS HE YMEHBLIUAIOTCA B NPOLECCE JIEUEHUA MM
OTMEUAETCs NMOABJIECHHE HOBBIX HEOOBIYHBIX OLUYLICHUH, CIEAYET OOpaTUTLCA K Bpauy.

[Ipn npumenennu [1pokro-I' nuBeHONMAa HEOOXOAMMO CIIEAHUTH 32 THIHEHOH aHANBHOW 00acTH,

n30eratb UYpPEe3MEPHOrO HANPSAKEHHUA, TPHHUMATH MEpBl T NOJAEPKAHHA  MATKOM
KOHCUCTECHLIUM CTYJIA.

[Ipumenenue y aerei
Het knuHuyeckoro onbita npuMeHeHus [Ipokro-I mnBeHONa ¥y feTER.

B3auMo/eiicTBHA ¢ APYrHMH JIEKAPCTBEHHbIMH CPEICTBAMH
Bizaumouercreus [lpokro-I nuBeHosa ¢ APYrUuMH JICKAPCTBEHHBIMHU CPEJACTBAMU HE BbISBIICHEI.

Biansinue HA ¢MOCOOHOCTD yNIPABJICHUS TPAHCHOPTHLIMH CPEACTBAMH H MEXaHH3MAMH

[Ipenapat He OKa3bIBAET BIUSHUA HAa CHOCOOHOCTD YNIPaBJIEHUsS TPAHCTIOPTHEIMH CPEICTBAMU H
paboTy ¢ MEXaHU3MAMH.

PopmMa BBINYCKA

[lo N CYNIMO3UTOPUER B CTpUNE . M3 KOMOHHHUPOBAHHOIO marepuana

(MOAUATUNCH/ NONUNPONIHIICH/aTFOMUHKEBas (osera). 2 CTpHIIa BMECTE€ ¢ HHCTPYKLMEH IO
[IPUMEHEHUIO NOMELAIOT B [1a4KY KAPTOHHYIO.

Yci0BUA XpaHeHUSs
| [Ipn temneparype He Boitie 30 °C, B HEAOCTYITHOM [j1s IETEH MECTe.

CpoK rogHocTH
5> neT. He npuMeHsTE MO HCTEUEHUH CPOKaA NOAHOCTH, YKa3aHHOrO Ha YIIaKOBKE.
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YcaoBHS OTIYCKA H3 ANTEK
bes peuernra

IIpousBoAHTENL:

Hosaptuc Koucetomep Xenc CA, llsernapus,

npousBeneHo endapm Yaurmx C.A.C., Opannus

Anpec: 26, py ne na Hlanens, @-68330 YHuHx, OpaHuua

Novartis Consumer Health SA, Switzerland, produced Delpharm Huningue S.A.S, France
26, rue de la Chapelle, F-68330 Huningue, France

IIpeacraBureibCeTBO B Poccum
123317, Mocksa, [IpecHenckas Ha6.10

Ten. (495) 969 21 65, daxc (495) 969-21-66
¢;mail: consumerhealth@novartis.com



