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1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

JloparanuH, 10 Mr, TabneTKH.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JelcTByrolee BEUIECTBO: JIOPATaAUH.

Kaxxnas tabnerka comepxut 10 Mr ioparaauna.

BcrnomorarenbHble BelIecTBa, HaJM4KWe KOTOPBIX HAJO YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTUIpaT (cM. pasnensl 4.3 u 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Taobnerku.

Tabnerku OeOro WM MOYTH OEJIOTO IBeTa IUIOCKOMIMHIPUYCCKHE ¢ (DACKOM M PUCKOIA.
JlomyckaeTcst Jierkasi HEpOBHOCTb TTOBEPXHOCTH.

Jluaus pazinoma (pucKa) MpeAHAa3HAYeHA JIMIIL IS pa3JaMbIBaHHS C LEIbI0 OOJErdeHHs

MmporjatbIBaHUsA, a HC JJIA pa3ACIICHUA Ha PaBHBIC 103bI.

4. KINMHUYECKHUE JJAHHBIE

4.1. IToka3aHusi K NPUMEHECHHIO

[Tpenapat JlopaTtaguH MmokaszaH K MPUMEHEHUIO Y B3POCIBIX, IOJIPOCTKOB U JIeTEH B BO3pacTe OT
3 ner u ¢ maccoii Tena 6onee 30 kr.

— Ce30HHBIM (MOMIMHO3) M KPYIVIOTOAWYHBIM ajsIepruuecKue PUHHUTHI U aJlJIepruYecKHid
KOHBIOHKTHUBUT — YCTPAaHEHHE CUMIITOMOB, CBSI3aHHBIX C 3TUMH 3a00JIeBaHUSMH — YUXAHUS, 3y/1a
CIIM3UCTON 000JIOUKH HOCA, PUHOPEH, OIIYIIECHUS HOKEHUS U 3y/1a B TJ1a3ax, CIe30TeUEHUSI.

— XpOHI/I‘-IeCKaSI HAUOIIATHYCCKad KpalluBHHUIIA.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

Pexxum go3upoBaHus

PexoMeH0BaHHBIHN pexxuM 103upoBaHus y B3pocibix — 10 mr (1 Tabnetka) 1 pa3 B 1eHb.

Oco0ble TPVIIILI TAIMEHTOB

Hauuenmbl NnoJ2HCU1020 8o3pacma
HpI/I MNPUMCHCHUU MpCIIapaTa y NOKHWIIbIX MallUCHTOB KOPPCKIMH 103bI HE Tpe6yeTC}I.

Ilayuenmul ¢ Hapywenuem yHKyuu novex
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KOPPEKIIMU 03Bl HE TpeOyeTCs.
THayuenmoi ¢ HapywieHuem QYHKyuU neveHu
B3pocinbim ¢ TskenbIM HapylieHueM (pYHKIMM MEeYeHH HavajbHas /103a J0JHKHA cOocTaBisaTh 10
Mmr (1 TabrmeTka) uepes JACHb.

eTn
Hemu 6 sozpacme om 0 0o 3 nem u maccoii mena menee 30 ke
be3onacHocTh U 3¢ dekTuBHOCTL npemnapaTa Jloparanun y aereit B Bo3pacte ot 0 10 3 neT u
Maccoil Tenia MeHee 30 KI Ha JaHHBI MOMEHT HE YCTaHOBJIEHBL. /laHHBIE OTCYTCTBYIOT.
Jemu 6 eo3pacme om 3 0o 12 nem ¢ maccou mena 6onee 30 ke u noopocmku 8 8o3pacme
cmapute 12 nem
HetsMm B Bo3pacTe ot 3 10 12 jeT ¢ maccoit Tena 6onee 30 kr u nmoapoctkam ctapiie 12 ner — 10
mr (1 Taberka) 1 pa3 B 1cHb.
Hemu ¢ maccoii mena d6onee 30 ke ¢ msicenvimMu HAPYWEeHUAMU PYHKYUU NeyeHU
Hetsim ipu macce Tena 6omee 30 Kr ¢ TSHKEIBIM HapymieHueM (QYHKIIUU IICYCHN HadaabHas J103a
noipkHa cocTaBiaaTh 10 mr (1 TabiieTka) yepes JaeHb.

Cnoco0 IIPUMCHCHUA

BnyTps.

He3zaBucumo oT BpeMeHH MpreMa IHIIH.

4.3. IlpoTuBONOKA3aHUSA

— l'unmepuyBCTBUTENBHOCTh K JIOPAaTaMHYy WIM K JIIOOOMY M3 BCIIOMOTAaTElbHbBIX BEIIECTB,
NePEYNCIICHHBIX B pa3zene 6.1.

— Hetckuii Bo3pacT a0 3 jeT u Macca teja MeHee 30 KT B CBSI3M C HEBO3MOXKHOCTBIO 00ECTIeYUTh
PEKUM JT03UPOBAHUS.

— Ileproa rpy1HOTO BCKapMJIUBAHMSL.

— Jledunut nakraspl, HENEPEHOCUMOCTH TAIAKTO3BI, TIFOKO30-TAJTAKTO3HAS MAJTbaOCOPOITHSL.

4.4. OcoOble ykazaHHMsl 1 MepPbl PeI0CTOPOKHOCTHU NP NPUMEHEeHUH

C 0CTOPO’KHOCTBLIO

— Tsoxenvie HapyIeHUs QYHKIIUY TIEUYCHU.
— bepemennocTts (cM. pazaen 4.6).

Oco0ble yKka3aHus

HpI/ICM JICKApCTBCHHOT'O IIpcIiapaTta CJICAYCT IMPCKPATUTL 3a 48 4JacoB A0 IMPOBCACHHUA KOXHBIX
Hp06, IMMOCKOJIbKY aHTUTHCTAMUHHBIC JICKAPCTBCHHLIC IIpCHapaTbl MOT'YT UCKAXKATh PC3YJIbTATHL
JUArHOCTHYCCKOT'O MCCIICAOBaHHA.

BcnoMorarenbpHEIC BEIIECTBA
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HaCJIEICTBEHHON HEIIEPEHOCUMOCTBIO rajlakTo3bl, nepuIUTOM JIAKTa3bl I
[IIFOKO30TaJIaKTO3HOM MalibaOCcopOIHeil He caelyeT IPUHIUMATh TOT Mpernapar.

4.5. B3aumopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenaparaMd W Jpyrue BH/bI
B3aNMOJAEHCTBUSA

[Tpuem nuiM He OKa3bIBAeT BAMSHUA Ha () (HEKTUBHOCTH JIopaTaIuHa.

JlopatanuH He ycunMBaeT JECTBHE aJKOToJIsl Ha HEHTPAIbHYIO HEPBHYIO CUCTEMY.

MokeT mpoucXoauTh MOTEHLHUAIbHOE B3aUMOJICHCTBUE CO BCEMHU M3BECTHBIMU MHTHOUTOpaMU
CYP3A4 unu CYP2D6, 4yTo NpUBOAMT K MOBBILICHUIO YPOBHS JIOpaTaJrHa B IJIa3Me KPOBH U K
YBEJIMUYEHHUIO PUCKA HEXKEJIATEIbHBIX PEaKLIUM.

[Ipy coBMecTHOM IpHEME JIOpaTajJuHa C KETOKOHA30J0M M JIPUTPOMULIMHOM (MHTUOUTOPHI
uzopepmenta CYP3A4) wnu uumeruauHom (uarudutop uzopepmentoB CYP3A4 u CYP2D6)
OTMEYAJIOCh TOBBIIIEHHE KOHLIEHTPALIUH JIOpaTauHa B IIa3Me, HO 3TO MOBBIIIEHUE HE SIBISLIOCH
KJIMHUYECKH 3HAYMMBIM, B TOM YHCJIE TIO JaHHBIM JIEKTPOKApAUOT paduu.

[Tpy 0HOBpEMEHHOM NPUMEHEHUU C IpernapaTamMH, YTHETAIOIUMU [EYEHOYHbI METab0Iu3M,
cienyer coOIoaaTh OCTOPOKHOCTD.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTB

Bonbmioit 00beM JTaHHBIX O MPUMEHEHHH JiopaTaguHa y OepeMeHHbIX »xeHuuH (6onee 1000
MPOAHATM3UPOBAHHBIX CIIY4aeB) CBHUJIETENBCTBYIOT 00 OTCYTCTBUM BIIMSHHUA Tpenapara Ha
BO3HUKHOBEHHE Mallbpopmanuii uian GpeTo- 1 HeOHATaTbHOW TOKCUYHOCTH JIOpaTaAuHA.

B nccnenoBanusix Ha ®KUBOTHBIX HE ObUIO BBISBIEHO PEPOAYKTUBHON TOKCUUHOCTH.

B kauecTBe Mephl IPEIOCTOPOKHOCTH JKEJIATeNbHO U30eraTb MPUMEHEHUS Iperapara BO BpeMs
OepeMEeHHOCTH.

JlakTanus

JlopaTanuH M ero akTUBHBIM MeTa0OJUT BBLAEISIOTCS B TPYIHOE MOJIOKO, IMO3TOMY IpHU
Ha3HAYeHHUH JIEKAPCTBEHHOIO IMpernapara B MEpHO TPYJHOTO0 BCKapMIIMBAHUS CIIEAYET PELIUTh
BOIIPOC O IPEKPALICHUH IPYAHOI0 BCKAPMIIMBAHHUS.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeICTBAMH H pPadorarh ¢
MeXaHUu3MaMHu

He BbIsSIBIEHO OTpHUIIATEIBHOTO JEHCTBUS JIOpaTalHa Ha CIOCOOHOCTh K YIPABICHUIO
aBTOMOOMJIEM MM OCYIIECTBICHHIO JPYroil JesTeIbHOCTH, TpeOyromeil MOBBIIIEHHON

KOHICHTPALUX BHUMAHUS.
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JIOpaTaI[I/IHa, KOTOpaﬁ MOXKET IIOBJIHATH Ha HX CHOCO6HOCTL praBJ'DITB TpaHCHOpTHLIMI/I
CpeICTBaMU M paboTaTh C MEXaHU3MaMHU.
4.8. HexkennaTesibHbIE peakunu

Pesrome nmpoduisg 6esonacHOCTH

B xnmMHMuecKHX HCCIeI0BaHUAX C y4acTHEM JEeTe B Bo3pacTe oT 2 10 12 yeT, npuHUMaBLINX
JIEKapCTBEHHBIN Mpenapar yaiie, 4eM B rpymie miane0o, Hadogainuch roioBHas 60ib (2,7 %),
HEpBO3HOCTH (2,3 %), yromusemocTs (1 %).

B kinmHuYeckux HCCIEOBaHHUAX C y4YaCTHEM B3pOCIBIX  HEKEJIATEeNIbHBIE  PEaKIHH,
HaOJII0/IaBIIMECS] Yallle, YeM MpHU IPUMEHEHUHU Iuianedo, BCTpedyanuch y 2 % NalueHToB,
NPUHUMABIIUX JIEKAPCTBEHHBIM mpenapar. Y B3pOCHbIX NpPU NPUMEHEHUH JIEKApCTBEHHOTO
npenapara yaiie, 4eM B rpynne mianebo, orMedanuch rojgosHas 6oib (0,6 %), COHIUBOCTH
(1,2 %), nossiienue amnmerura (0,5 %) u 6ecconnura (0,1 %).

PesroMe HexxenaTeabHbBIX PEAKIU

HexenarenpHple peakuu MPEICTABICHBI B COOTBETCTBUU C MOPAKEHUEM OPTaHOB M CHCTEM
OPraHOB B  TIOCJICJOBATEIILHOCTH MEMIIMHCKOTO CJIOBapsi JUIsi HOPMATHBHO-IIPABOBOM
nesrenpbHocTH (MedDRA). UYacrora BO3HHUKHOBEHHs OINpEACsUIaCh B COOTBETCTBUU  CO
CJIEYIOIIMMHU KaTeropusMu: oueHb yacto (=>1/10), gvacto (>1/100, o <1/10), meuacto (>1/1000,
Ho <1/100), peaxo (>1/10000, o <1/1000), ouens penako (<1/10000), vacrora HeusBecTHa (Ha
OCHOBaHUHU UMEIOIINXCS JAHHBIX OIICHUTh HEBO3MOXKHO).

Nudopmaiivsg o HEXeNaTeNbHBIX pEaKIMSIX MPEAOCTaBIeHa MO pe3yiabTaTaM HaOIoIeHUN
MOCTPETUCTPAIIMOHHOTO ITEPUO/IA.

Hapywenus co cmopoHbl UMMYHHOU cucmemvl. OYEHb PEAKO — aJUICPrHYECKHe pPEeaKIuu
(BKJTFOYAst aHTHOHEBPOTHUYECKUI OTEK, aHA(UIIAKCHIO).

Hapywenus co cmoponvl Hep6Hotl cucmemsl: 0U€Hb PEAKO — TOJIOBOKPYKEHHE, CYTOPOTH.
Hapywenus co cmoponvl cepoya. 09€Hb PEIKO — TaXUKAPAUs, CepAlleOneHHe.
JKenyoouno-kuweynvle napyuienus: OYSHb PEIKO — CYXOCTh BO PTY, TOIIHOTA, TACTPHT.
Hapywenua co cmoponvl neuenu u dcenuesvl8o0Aawjux nymeii. OYeHb PEAKO — HapyLIeHHE
GYHKIINY TeYeHH.

Hapywenus co cmopoHbl Kodicu u NOOKONMCHBIX MKAHel. 09SHb PEIIKO — ChITb, OIS

Obwue Hapyulenus u peaxkyuu 6 mecme 66e0enus. 04eHb PEIKO — YTOMIISIEMOCTb.
Jlabopamopnvle u uHcmpymenmanvHvle OaHHble! YaCTOTa HEM3BECTHA — YBEJIMUYEHHE MAacChl
Tena.

COO6H_ICHI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX
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C Menplo 00eCredYeHHs HENMPEePhIBHOTO MOHHUTOPUHTA COOTHOIICHHUS <«II0JIb3a — PHCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMaTh O JIFOOBIX
M0JI03PEBAEMbIX HEXKENAaTeIbHBIX PEaKlUAX JIEKAPCTBEHHOrO IMpernapaTa yepe3 HallOHaJbHbIE
CUCTEMBbl COOOILEHUS O HEXKeJIaTeNbHbIX pPEeaKIUsIX TrocyAapcTB — ujieHOB EBpasuiickoro
YKOHOMHUYECKOTO COI03a.

Poccniickas @enepanys

®OenepanibHas ci1yx0a 1o HaJ30py B cdepe 31paBOOXpaHEHUs

109012, r. Mocksa, CnaBsiHCKas mowmajsp, 1. 4, crp. 1

Temedon: +7 800 550 99 03

OnekrponHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYyHHUKAITIOHHOM ceTH «HTepHeT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

CoHIHMBOCTB, TAXUKAPAMSL, TOJOBHAs 00Jb. B ciyuae nmepeno3upoBKU ciaeyeT He3aMeITUTeIbHO
0o0paTHUThCS K Bpayy.

Jleuenue

CumMrntomMaTryeckass U TOJIepKUBAroIas Tepamnus. Bo3MOXHO TPOMBIBAaHHUE KETYAKA, MPUEM
ancopOeHTOB (M3MENbUEHHBIM aKTUBUPOBAHHBIN YTOJb ¢ BO/0i). JlopaTaauH He BHIBOAUTCS MPU
npoBeeHNN remonauanusa. [locne okazaHus HEOTIOXKHOM MOMOIIM HEOOXOIUMO MPOIOTKUTH

Ha6J'IIOI[€HI/I€ 3a COCTOSAHUEM ITallMCHTA.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

dapMakoTepaneBTUYECKasi IPyIa: aHTUTUCTAMUHHBIE CPEJICTBA CUCTEMHOIO JIEUCTBUS; APyrUe
AHTUTHCTAaMUHHBIE CPEJICTBA CUCTEMHOTO JIEHCTBUS.

Koxg ATX: RO6AX13.

MexaHu3M JeUCTBUS U d)aDMaKOHHHaMquCKHC Bd)d)CKTBI

Jlopatanun  mpencraBisgeT  co0OM  TPULMKIMYECKOE  COECIUHEHHE C  BBIPAXKEHHBIM
AQHTUTUCTAMUHHBIM JCWCTBUEM U SIBISIETCS CEJIEKTHBHBIM OiokatopoM nepudepndeckux Hi-
TUCTAMMHOBBIX penentopoB. OOnagaer OBICTPHIM U JJIUTENbHBIM POTHBOAJIEPIHUECKUM
nerictBueM. Hawano neiictBusi — B TedeHue 30 MUHYT MoOciie MpHeMa JopaTaguHa BHYTPb.
AHTUTUCTAMUHHBINA 3QQEKT T0CTUTaeT MaKCUMyMa ciycts 8—12 yacoB OT Hayaia ACUCTBUS U

umTes oosee 24 4acos.
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Ha  [EHTPaJbHYI0 HEpBHYIO cucTemMy. He  oka3piBaeT  KIMHHUYECKH  3HAYUMOTO
AHTUXOJIMHEPTUYECKOTO WJIM CEJAaTUBHOIO JIEHCTBUS, TO €CTh HE BBI3BIBAET COHJIMBOCTU U HE
BIIMSECT HAa CKOPOCTh NMCHUXOMOTOPHBIX PEAKIUH MPU NMPUMEHEHUU B PEKOMEHIOBAHHBIX J03aX.
[Ipuem noparamuHa HE TPUBOAWT K yIHMHEHWI0 wHTepBania QT Ha snmekTpokapauorpamme
(OKT'). Tlpu pnuTenbHOM JI€YEHMM HE HAOMIOJANIOCh KIMHUYECKH 3HAYMMBIX W3MEHEHHI
MOKa3aTele >KU3HEHHO BaXKHBIX (DYHKIMN, MAHHBIX (PHU3UKAIBLHOTO OCMOTpA, PE3YJIbTaTOB
71a00paTOPHBIX MCCIICIOBAHUN WU DJICKTPOKapauorpaduu.

JlopatanuH He 00JagaeT 3HAYMMOHN CEJIIEKTHBHOCTHIO IO OTHOIICHHIO K H,-THCTaMUHOBBIM
penentopam. He unrubupyer oOpaTHbIil 3aXBaT HOpINMUHEDPUHA U MPAKTUYECKU HE OKa3bIBaET
BIIUSTHUS HA CEPJICUYHO-COCYAUCTYIO CUCTEMY WIIH (DYHKITUIO BOAUTEIIS PUTMA.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopOuus

Jlopatanun OBICTPO W XOpOIIO BCAChIBACTCA B JKEIYIJOYHO-KHIIEYHOM Tpakre. Bpems
JOCTHKCHHST MaKCUManbHOUM KoHLeHTpauuu (Tmax) Topatanuna B mia3me kposu — 1-1,5 gaca, a
€ro aKTUBHOTO Merabosmra aesnoparamguHa — 1,5-3,7 gaca. [Ipuem mumu yBenmuduBaeT Tmax
JopataauHa | Ae3joparaauHa (aKTHBHOTO MeTaboIuTa jJopaTaguHa) Ha 1 yac, HO HE OKa3bIBaeT
BIHSHUS Ha 9()(DEKTUBHOCTH JIEKAPCTBEHHOTO mpenapata. MakcuManbHast KOHIIEHTPAIUS (Cmax)
JopaTaayuHa U Ae3JopaTagiHa He 3aBUCHUT OT IIpreMa MHIIIH.

Pacnpenenenne

JlopatanuH uMeeT BBICOKYIO cTemeHb (97-99 %), a ero akTUBHBIA METaOONUT — YMEPEHHYIO
cteneHb (73—76 %) cBSI3bIBaHU ¢ OENKaMHU IMIa3MBbl.

buorpaucdopmarms

Jloparagun MeTaboIM3UpPyETCs B I€3JI0paTaJAlH MOCPEACTBAM cucTeMbl Iutoxpoma P450 3A4 u,
B MEHBIIIEH CTENEHH, cUCTEMBI IuTOXpoMma P450 2D6.

DJIMMUHALNS

BriBoautcs yepes mouku (mpubnuzutensHo 40 % MPUHSATON BHYTPH J103bI) U Yepe3 KHUIICUHHUK
(mpubnusurenbHo 42 % NpUHATOW BHYTPH [J103bI) B TeueHue Oosee yem 10 gHei,
MPEUMYIIECTBEHHO B BUJIE€ KOHBIOTUPOBAHHBIX MeTa0omuTOB. [Ipubnusurensuo 27 % npuHSITON
BHYTPb J103bl BBIBOJUTCSl U€pe3 MOUYKU B TeyeHUEe 24 4acoB MOCie IMpUeMa JIEKapCTBEHHOTO
npenapata. Menee 1 % JeHCTBYIOIIEro BELIECTBA BBIBOAMTCS YEpPE3 MOYKH B HEU3MEHEHHOM
BUJE B TeueHHe 24 yacoB mociie mpuema jopataauHa. [lepuon mosyBbIBeleHUsl JopaTaJndHa
coctarisieT ot 3 mo 20 yacoB (B cpeaHeM 8,4 yaca), a aesnoparaguHa — ot 8,8 mo 92 gacos (B
cpenHeM 28 4acoB).

JInHelHOCTD
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IToyeyHas HETOCTATOYHOCTD

VY mnmanveHToB C XpOHUYECKMMHU 3a0ojieBaHMsiMU Touek Cmax W IUIomaab 1OJ KpPUBOU
«xoHueHtpanus — speMs» (AUC) noparaguHa 1 ero akTHBHOTO MeTabo/IMTa yBEIUYUBAIOTCS 110
CPaBHEHMIO C TAallMeHTaMHd C HOpMajbHOW (QyHKuMen mnodek. [lepuonbl mNOTyBBHIBEICHUS
JopaTaiiHa U €r0 aKTHBHOTO METAa0O0JMTa MPH 3TOM HE OTIUYAIOTCS OT TAKOBBIX Y 3I0POBBIX
MalUEeHTOB.

[IpoBenenne remoguanus3a y MalMEHTOB C XPOHMYECKOH IMOYEYHOW HEAOCTATOYHOCTHIO HE
OKa3bIBAET BIMAHUA Ha ()apMaKOKHMHETHUKY JIOpaTaJuHa U €ro aKTUBHOT'O MeTaboIHTA.

AJKOroiapHOE HOopaXCHHEC NICYCHU

VY nanueHToB ¢ alKOroJbHBIM NopaxeHueM nedeHu Cmax 1 AUC nopatagrHa yBEIUUHUBAIOTCS B
JIBa pas3a 10 CPAaBHEHHUIO C JAHHBIMU IOKA3aTeNsIMH Y TAlMEHTOB C HOPMaJbHOW (yHKuHMeEH
IICYCHHU, B TO BpeMs KakK (papMaKOKMHETHKA €ro aKTHBHOI'O METa0OIMTa CYIIECTBEHHO HE
MCHACTCA. HCpI/IOI[ IMMOJIYBBIBCACHUSA YBCIWMYHUBACTCA IPHU AJIKOT'OJbHOM IMOPAXKCHUU IMCUCHU (B
3aBUCHUMOCTH OT TSKECTU 3a00JIeBaHuUsA).

JInia mo)KMjaoro Bo3pacra

dapmakoKMHETHYECKUE MPO(UIN JOpaTajMHa M €ro aKTUBHOTO MeTa0OJUTa y B3POCIBIX U
ITOXKUJIBIX 3)IOpOBI>IX }106p0BOJ'H)IICB 6I>IJ'H/I COIIOCTAaBUMBEI. Hepnon HOJ'IYBI)IBCIIGHI/ISI HOpaTa)II/IHa
U JIe37I0paTaiiHa y MOKUIIBIX MAIIUeHTOB, COOTBETCTBEHHO, OT 6,7 0 37 yacoB (B cpeaneM 18,2

yaca) 1 oT 11 1o 39 yacos (B cpennem 17,5 gaca).

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB
Jlynunpecc (J1akTo3bl MoHOTHIPAT — 93 %, moBuaoH K30 — 3,5 %, kpocnosuaon — 3,5 %)
Marnus creapar

unu

JlakT03BI MOHOTHIPAT

[ToBumon K30

KpocnoBunon

Maruus creapat

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

4 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU
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XpaHUTh B OpPUIMHAJBHOM YIakoBKE (KOH[ypHas ilfefixdpa- @ﬁeﬂ@gkeﬁ L5 -I;r_at'rke'-ﬂ*-'-'npn

Temneparype He Bole 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIIAKOBKHU

[To 7 TabneTok B KOHTYPHYIO SYEHKOBYIO YIIaKOBKY U3 IUICHKU MOJIMBUHUIXJIOPUAHON U (OIBTH
AJTIOMUHUEBOM NT€YaTHOM JJaKMPOBAHHOM.

1, 2, 3 unu 4 KOHTYPHBIE SIYCHKOBBIE YIIAKOBKHU 0 7 TaOJIETOK C MHCTPYKLHUEH MO MPUMEHEHHIO
B [1aYKY U3 KapTOHA.

ITo 10 TabneTok B KOHTYPHYIO SYEHMKOBYIO YNAKOBKY M3 TUICHKH TOJMBUHUIXJIOPHIHON W
(G oY aATIOMHUHUEBOM MEYaTHOMN JITAKHPOBAHHOM.

1, 2 wnm 3 KOHTYpHBIC TUYCHKOBBIC YITaKOBKH 10 10 TabIeTOK ¢ MHCTPYKIMEH 110 TPUMEHEHHUIO B
[ayKy U3 KapTOHA.

[To 14 TabneTok B KOHTYPHYIO SIYEHKOBYIO YIAKOBKY M3 IUJICHKH MOJWBUHWIXJIOPUAHON U
(G oJIbTH aTIOMHUHHEBOM IMEYaTHOM JIAKUPOBAHHOM.

| win 2 KOHTYypHBIE STYEUKOBBIE YIAKOBKU MO 14 TaOIETOK ¢ MHCTPYKIMEH MO MPUMEHEHHUIO B
[ayKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUs!
JIEKApPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuNyJIsiiMu ¢ penapaTomM

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

000 «dPAPMAKOP ITPOJAKIIH»

197375, r. Cankt-IlerepOypr, yiu. Penumiesa, 1. 14, k. 5, od. 247.

Ten.: +7 (812) 677-89-82

dakc: +7 (812) 325-23-15

OnekTponHas nmoyta: pharmprod@pharmprod.ru

7.1. IlpeacTaBUTEIb JePsKATE/ISI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

Poccuiickas @enepanus

000 «dPAPMAKOP ITPOJAKIIH»

197375, r. Cankt-IlerepOypr, yiu. Penumiesa, a. 14, kop. 5, od. 247
Ten.: +7 (812) 677-89-82

Qaxc: +7 (812) 325-23-15

DnekTpoHHas noyvra: safety@pharmprod.ru
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8. HOMEP PEITUCTPALIMOHHOI'O YAOCTOBEPEHUA
9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETHUCTPAIIWH,
INEPEPETNCTPALIUN)

Jlata nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA
OO0miass  xapakTepuCTHKa  JIeKapCTBEHHOro  mpemapata Jloparagun  JocTynmHa — Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHHKAITMOHHOM cetn «MHTepHET» https://eec.eacunion.org.



