NHCTPYKIHA
1O MEJJUITUHCKOMY TTPUMEHEHUIO JIJEKAPCTBEHHOI O ITPEITAPATA
JlerpaBenoa®

Perucrpanmonnbiii Homep: JII1-Ne(001938)-(PT"-RU)
Toprosoe HanmenoBanue: JlerpapeHon”
MexayHapoaHOe HENMATEHTOBAHHOE MJIM TPYNNHPOBOYHOE HAHMEHOBAHWE: OYHIICHHAS
MUKPOHU3UpPOBaHHAsl (1aBoHOWAHAs (Gpaknus (AuocMuH + (IIABOHOMIBI B Iepecyere Ha
reCrepuIvH)
JlexapcTBeHHas opma: TaOIETKU, TOKPHITHIE TNICHOYHON 000I0UKOMH
CocraB
1 TabJieTKa COEPIKUT:
Heticmsyrowue eewyecmea.: OUMIIICHHAE MUKpPOHU3UpoBaHHast (iaBoHouaHas Gppakius — 500,000 mr,
B T.4. quocmuH (90%) — 450,000 mr; duraBoHouas! B iepecuere Ha recrepuaud (10%) — 50,000 mr.
Bcnomocamenvhvie seujecmasa: kapooxkcumermiikpaxman Hatpus — 27,000 mr, xematun — 23,000 mr,
maruus creapat — 6,500 mr, nemtrono3a mukpokpuctammyeckas (MKII-101) — mo 650,000 mr.
Cocmas obonouxu: onaapaii 11 85F240012 Po3zossrii — 20,000 mr: nonuBuHMIOBEIH criupt — 8,000
mr, Makporoi-3350 — 4,876 mr, kpacurens xene3a okcun kpacHslii — 0,080 mr, kpacuTens xenesa
okcun xkentei — 0,044 mr, tanek — 2,960 mr, Turana auokcun — 4,040 mr.
Onucanue
OBaJibHBIE JBOSIKOBBIMYKJIbIE TAOJIETKH, MOKPHITHIE MJIEHOYHOM 00O0JOYKOM OT po30BOro 10 OneaHo-
PO30BOTO IBeTa, ¢ pucKoil. Ha momepednoM paspese BHIHBI SIPO - OT CEPO-KOPHYHEBOTO IO CEpOo-
JKENTOTO 1[BETa, IOMyCKaeTcs HaJliuKie BKpaIIeHuil 6osee CBETJIOr0 M TEMHOTO OTTEHKOB, U IJICHOUHAs
000J10UKa.
dapmakoTepaneBTHYECKasi PYNIA: aHTHONPOTEKTOPHI; KAITMIUIIPOCTAOMITN3UPYIOIIHE CPEICTBA;
0610 (TaBOHOUTBI.
Kon ATX: CO5CAS3
DapMaKoJIOrHYecKue CBOHCTBA
Dapmakoounamuxa
[penapar JletpaBeHon® o67a1aeT BEHOTOHM3UPYIOUIUM U AHTHONPOTEKTHBHBIM CBOHCTBAMM.
YMeHbIIaeT pacTsHKUMOCTh BEH M BEHO3HBIM 3aCTOM, CHIDKAET MPOHUIIAEMOCTh KalWJUIAPOB U
MOBBIIIAET WX PE3UCTEHTHOCTh. Pe3ynbTaThl KIMHUYECKUX HCCIEIOBAHUN IMOATBEPKAAIOT
(apMaKoJIOTHIECKYIO aKTUBHOCTD TpenapaTa B OTHOIICHHUH TTOKa3aTesieil BEHO3HOW TeMOTMHAMUKH.

dapmakonuaammueckre dYOHEKTH

CraTHCTUYECKH JTIOCTOBEPHBIN 7103a3aBUCUMBIN 3((eKT ObLIT MPOJIEMOHCTPUPOBAH AJIS CIETYOLINX



BEHO3HBIX ILJICTU3MOrpapHUUYECKUX TTapaMEeTPOB: BEHO3HOW E€MKOCTH, BEHO3HOH pacTSKHUMOCTH H
BpPEMEHHU BEHO3HOTO OMOpOKHEHH. ONTUMalIbHOE COOTHOIIEHHE «103a-3(p(PeKT» HabII0AaeTCs pU

® TTOBBIIIIACT BEHO3HBIM TOHYC: MCTOJOM BEHO3HOM

npueme 1000 mr B nens. [Ipenapat [erpaBenon
OKKJIFO3MOHHOM TUIeTH3MOTrpaduu ObLIO TIOKa3aHO YMEHBIICHHE BPEMEHH BEHO3HOTO OTTOPOKHEHHS.
Y [anmMeHToB C NPU3HAKAMU BBIPAXEHHOTO HAPYIICHHS MHKPOLMPKYJSIHUA OTMEYaeTCs
CTaTUCTHYECKU 3HAUUMOE TOBBIIICHUE PE3UCTEHTHOCTH KaMJUISIPOB MO0 CPaBHEHHIO ¢ Tu1anedo, mpu
OILICHKE METOJ/IOM aHTHOCTEPEOMETPHH.

JlokazaHa TtepareBTUYecKass YPPEKTHBHOCTh OUYHUINEHHOW MHKPOHHU3MPOBAHHOW (hIIaBOHOUIHOU
(dpakuuu B JIEYCHUN XPOHMUYECKUX 3a00JIEBaHMI BEH HI)KHUX KOHEYHOCTEW, a TaKXKe B JICUCHUHU
reMOpposi.

Dapmakokunemuka

VccnenoBanus HPOBOAMINCH MOCHIE OJHOKPATHOIO HpUeMa JIeKapcTBEHHOro mpemapata ¢ ~*C-
MEUEHBIM JHOCMHHOM H  TIOCIE OIHOKPATHOTO  IEPOPaIbHOr0 TpUEMa  OYUIIECHHOU
MUKPOHU3UPOBaHHOH (priaBoHoHIHON (pakimu 500 MT 310pOBBIME JOOPOBOJIBIIAMH.

AGcopbuus

Ilocye OJHOKPATHOrO MepOpanbHOro mpueMa *C-MedeHOro JMOCMMHA, MOKa3aTelb BCACHIBAHMS,
paccyMTaHHBIA HAa OCHOBE OOIEro BHIBEACHUS C MOYOii, cocTaBmil 58%.

Pacnopenenenne

MaxkcuManbHble KOHIIEHTPAIMU OYUIIEHHON MUKPOHU3UPOBAHHOU (hIaBOHOMAHON (Ppakiuu mocie
OJIHOKPAaTHOTO TmepopaibHoro npuema B go3e 500 mMr B mia3me gocturatoTcss B TeueHue 12 u (B
nuana3oHe ot 8 10 24 u).

buorpancdopmarms

OunmieHHass  MHUKpPOHHM3MpOBaHHas  (1aBoHOMIHAs  (pakuus  IMOABEPraeTcss  aKTHUBHOMY
MeTaboaM3My, 4YTO TMOATBEPXKIAECTCS HPUCYTCTBUEM B Mode (PEHOJIOBBIX KHCIOT. JlMOCMMH
MeTa0OoIM3UpyeTCs 1O arjuKOHa JUOCMETHHA, KOTOpBIM B JajbHEiIleM mpeBpaliaercsi B
DHTEPOIUTAX B IIUPKYIUPYIOHINE TPOU3BOIHBIC TIIOKYPOHOBOW KHCIOTHI M Pa3INYHbIE ()eHOIbHBIC
KHCJIOTHI, BKJIFOUYAs TUTIITYPUHOBYIO KHUCIIOTY.

OIUMUHAIMA

B nepBbie 24 yaca nocie 0JHOKPaTHOTO MEPOPATBHOTO MpUeMa BHIBEIEHUE MTPOUCXOIUT TIIaBHBIM
0o0pa3oM C MOYOH, NMpHW STOM 3a yKa3aHHBIN MepHoa BpeMeHH BbBoguTcs 31% oT mpuHATOU
nepopaibHOi 10361 [Ipy momHOM BhIBeneHUH npenapata 1094+23%, 584+20% ot mpuHATON T03BI
BBIBOAMTCS ¢ MOYOH, a 51+24% OT nmpuHATOMN 103bI BBIBOAUTCS C KaJloM (OCHOBHAs 4acTh Iperapara,
BBIJIENIIEMAsl C KajoM, BhIBOAMTCS yepe3 24 wyaca). Ilo pesynpraraM nM3MepeHHs: KOHIEHTpalUu

IMOCMETHHA B IUIa3Me KPOBH IOCIIE OJHOKpATHOTO mepopainbHoro mpuema 500 Mr mpemapara,



MIEPUOJ] €TO MOIYBLIBEICHUS COCTABIISAET MpUOIM3UTEeNsHO 11 yacos.
Iloka3zanus K NpUMEHEHHU IO
Tepamnus cMuMOTOMOB XpOHHUECKUX 3a00JIeBaHUil BeH (ycTpaHeHHE U 00JeryeHue CUMIITOMOB).
Tepamnus cMuMOTOMOB BEHO3HO-TUM(paTHUECKON HETOCTATOYHOCTH:

e 00Ib;

® CyJOpOTrH HIKHUX KOHEYHOCTEH;

® OUIYUICHHE TSHKECTH U paclUpaHus B HOTax;

®  «yCTaJoCTb» HOT.
Tepanust mposiBICHUN BEHO3HO-TUM(PATUIECKON HEJJOCTATOYHOCTH:

® OTEK HMKHUX KOHEUHOCTEH;

e TpoduuecKkre U3MEHEHHUs KOXKH U MOJKOKHON KIIETUYATKH;

e BEHO3HBIE TPO(YUIECKHE S3BEI.
CumnromaTnueckas Tepanus OCTPOro U XpOHUYECKOIO FeMOPPOsl.
IIpoTruBonokaszanus
[ToBbIlIeHHAs! YYBCTBUTENBHOCTD K JICHCTBYIOIIMM BEIIECTBAM WU K JIIOOOMY M3 BCIIOMOTATENIbHBIX
BEIIIECTB, BXOIAIIUX B COCTAB Mpernapara.
IIpumeHeHnne npu GepeMEHHOCTH M B IIePUO/I I'PYAHOI0 BCKAPMJIMBAHUA
bepeMeHHOCTB
JlaHHbBIE O IPUMEHEHUN OYHUIIIEHHONH MUKPOHU3UPOBAHHOHN (hIaBOHOMAHOMN (pakiuu y 6epeMeHHbBIX
JKEHIIUH OTCYTCTBYIOT MWJIM OrpaHuyeHbl. lccienoBaHus Ha JKUBOTHBIX HE  BBISIBUJIU
pPenpoOAYKTUBHOM TOKCHMYHOCTU. B KauecTBe mNpeaynpeauTelbHON Mephbl IMPEANOYTUTENbHO HE
pUMeHATH npenapar JerpaBeHon” Bo BpeMs 6epeMeHHOCTH.
JlakTanus
HeusBecTHO mMpoHMKAeT JM OUYMINEHHAs MHKPOHU3WpOBaHHas (aaBoHOWAHAs  (pakuus
(MeTabonuThI) B TPYJHOE MOJIOKO YesioBeka. He HMCKitoueH pUCK Il HOBOPOXKICHHBIX W JIeTEH
rpyAHoro Bo3pacta. HeoOxoaumo mNpuHATH penieHue b0 O MpeKpalleHud TPyJIHOTOo
BCKapMJIMBAHMS, 100 06 OTMeHe Tepamuu mnpenapatoM JlerpaseHon®, IpUHMMas BO BHUMAHHUE
MOJIb3Y TPYIHOTO BCKAPMIIMBAHUS JUIsl peOCHKA U MOJIb3Y TEPANUU AJIS KEHIIUHBL.

DdepTUIbHOCTD

HccnenoBanust penpoAyKTUBHON TOKCMYHOCTH HE TMOKAa3aId BIMSHHUS Ha PENpOAYKTHBHYIO
(GYHKILIHIO y KpBIC 000€ro mnosia.

Cnocod npuMeHeHus U 103bl

BuyTpb. TabneTku cienyer nporiaTeiBaTh LETUKOM, 3aliBasi BOJOM.

PexoMenayemass 103a MpU BEHO3HO-TMM(ATHUSCKON HEIOCTATOYHOCTH — 2 TaOJETKH B CYTKH,



MPEIMOYTUTEIHHO YTPOM, BO BpEeMs IpHEeMa MHUTIIH.
[TpoIOMmKUTETFHOCTh Kypca JICUCHUST MOXKET COCTABIIATH HECKOJBKO MeECsIeB (BIIOTh 10 12
MecsieB). B ciydyae moOBTOPHOrO BO3HMKHOBEHHS CHMIITOMOB, MO PEKOMEHJALMK Bpada, Kypc
JICYEHUSI MOKET ObITh TOBTOPEH.

PexoMenyemas 103a mpu OCTpOM reMoppoe — 6 TabieTok B CyTKH (10 2 TaOIETKH yTPOM, JTHEM H
BeuepoM) B TeueHue 4 nHeil, 3areM 1o 4 TabieTku B CyTKH (MO 2 TabIETKH YTPOM M BEYEpOM) B
TE€YECHHE MOCIEAYIOMUX 3 AHEH, BO BpeMs IpUeMa MUIIIH.

PexoMenayemas 103a pu XpOHUYECKOM reMoppoe — 2 TabJIEeTKH B CYyTKH, BO BpeMsI MpreMa MHIIIH.

ITob6ouHoe neiicTBHE

[To6ouHbIe 2P PEKTH OUUTIICHHONH MUKPOHH3UPOBAHHOW ()IIABOHOMIHOUN (paKIK, HAOIIOJacMbIe B
X0Jle KJIMHUYECKUX HCCIICIOBaHUM, OBLIM JIETKOM CTENeHU BhIpaXXEeHHOCTH. [IpenMmyiiecTBEHHO
OTMEYAIIUCh HAPYIIIEHUS CO CTOPOHBI JKETYI0UHO-KUIIIEYHOTO TPaKTa (Juapesi, AUCIENCHs, TOIHOTA,
pBOTA).

Yacrora MOOOYHBIX peakiuii NMpUBEACHA B BUJE CICAYIOUICH rpamanuu: ouens yacmo (> 1/10);
yacmo (> 1/100, no < 1/10); neuacmo (> 1/1000, uo < 1/100); peoxo (> 1/10000, ro < 1/1000); ouens
peoko (< 1/10000); uwacmoma neussecmna (He MOXET OBITh OIIEHEHA HAa OCHOBE HMECIOIIUXCS
JAHHBIX).

Hapywenus co cmoponul nepénoii cucmemol

Peoxo: ronoBHas 001k, TOIOBOKPYKEHHUE, 0011Iee HEIOMOTaHHE.

Kenyoouno-kuuieunvie HapyuieHus

Yacmo: nuapest, TUCIIETICUsI, TOIITHOTA, PBOTA;

Heuacmo: xommr;

Yacmoma HeuzsecmHua*: 60Ib B KUBOTE.

Hapywenus co cmoponwl Kodtcu 1 n0OOKONCHbIX MKAHell

Peoxo: xoxHast ChITb, KOXKHBIN 3y, KPAllMBHULIA;

Yacmoma neuzsecmua™®: W30JIUPOBAHHBIN OTEK JIUIIA, TYO, BEK;

B HCKTIOYNTENBHBIX CITydasX aHTHOHEBPOTHYECKUIN OTEK.

*OMBIT MOCTPETHUCTPAITMOHHOTO TPUMEHEHUSI.

Ecnu y Bac ommeuaromca nobounvie 3¢pgpekmol, yKazanuvie 6 UHCMPYKUUU, WU OHU
yeyeyoaaomesn, uau Bot 3amemunu nroovie opyzue nobdounvie rgpghexmul, He yKazanHvle 6
UHCIMDPYKUUU, COOOUUmMe 00 IMom epavy.

Ilepeno3upoBka

Cumnmomut



Jla"HBIE O CiTy4asx Mepe03uPOBKH orpaHnueHbl. Hanbonee yacThIMU HeXKENaTeTbHBIMU PEaKIIHSIMH
B CIIyYasiX MEPeJO3UPOBKH OBLIN JKENyIOYHO-KUIICYHbIC HApyIICHUs (Auapesi, TOINIHOTa, 00JIb B
JKUBOTE) M KOKHBIC PEAKIINH (3Y/I, CHIIIb).

Jleuenue

[Tomorts mpyu Iepe03UPOBKE JOIHKHA 3aKITFOYATHCS B YCTPAHECHUH KIIMHUYECKUX CUMITTOMOB.
B3aumoseiicTBHe ¢ APYrUMH J1eKAPCTBEHHBIMH CPeICTBAMH

HccnenoBanust B3aUMOJCIHCTBUS HE MPOBOAWINCH. J[0 HacTosIIero BpeMEHH He COOO0IaIoch O
KIMHUYECKH 3HAYUMBIX JIEKAPCTBEHHBIX B3aMMOJCHCTBUSAX BO BpeMs MOCTPETUCTPALUOHHOIO
MPUMEHEHUS TIperapara.

Oco0ble ykazanust

[Ipu NedyeHMH TeMoppos HasHaueHue Ipenaparta JlerpaBeHon®

HE 3aMeHsieT crneuu(puIecKoro
JeyeHHusl ApYrux 3aboseBaHUil MpsIMOM KHUIIKM M aHajgpHOro Kanana. Ilpu camocrositenbHOM
NPUMEHEHUH TIperapara He INPEeBbIIaiiTeé MaKCUMalbHBIE CPOKM W PEKOMEH/JIOBAaHHBIE JIO3BI,
yKazaHHbIe B pazzene «Crnocod NMpuMEHEHUs U JI03bD».

B ToMm ciydae, eci CUMIITOMBI T€MOPPOsI COXPAHSIOTCS MOCe PEKOMEHIYEeMOro Kypca TepamnuH,
clleflyeT MPOUTH OCMOTP y IPOKTOJIOTa, KOTOPbIH oA0epeT NabHEHIIYI0 TepaIuio.

[lpy HanmMyuM HapyIIEHWH BEHO3HOTO KpPOBOOOpAIICHUS MaKCUMAIbHBIA S(P(QEeKT JedeHus
o0ecrieynBaeTcsi COYETaHHEM TEepamud C JONOJHHUTEIBHBIMH JIe4eOHO-TTPOPUITAKTUIECKUMU
MEPONPUATHIMHU/3I0POBBIM (COaNaHCUPOBAHHBIM) 00pa30M >KHU3HHU: JKENaTEIbHO U30eraTh J0JIroro
npeObIBaHUS Ha COJHILIE, JUIMTEIBHOTO MPeObIBaHUS HAa HOTAX, a TAKXKe PEKOMEHJIyeTCsl CHUKEHHE
n30BITOYHOM Macchl Tena. [lemme nporyiku 1, B HEKOTOPBIX CIIydasiX, HOIIEHHE CIIeHUaIbHBIX UyJIOK
CIOCOOCTBYET YIYUIICHUIO IUPKYJISILIUYA KPOBH.

BinsiHue Ha cOCOOHOCTH YNIPABJSITh TPAHCIIOPTHBIMH CPEACTBAMH, MeXaHU3MaMH
KJIMHHYeCKUX MCCIeI0BaHMIA 110 M3YYEHHIO BIMAHMS JIeKapCTBEHHOro mpemnapara Jlerpasenon® Ha
CHOCOOHOCTh YHPABIATh aBTOMOOWJIEM M BBINOJIHATH pabOThI, TPeOYIOIIHE BBICOKOM CKOPOCTH
NICUXUYECKUX U PUBNYECKUX PEAKIHil, HE MPOBOAMIIOCH. OJJHAKO HA OCHOBAHHMHM JOCTYIHBIX JAHHBIX
no 6e30MacHOCTH, MOXHO CIeNaTh BbIBOJ, 4To JleTpaBeHon® He BiuseT (He MMeET 3HAUMMOIO
BJIMSIHUS) HAa 3TU MPOLIECCHI.

dopMa BbINTYCKa

TabneTku, TOKPBITHIE TUNIEHOYHOH 000109K0i 500 mr.

ITo 5, 10, 15 TabneToK B KOHTYPHYIO STYCHKOBYIO YIIAKOBKY M3 TUICHKH TMOJMBHHHUIXIOPHIHON JTHOO
IUIEHKU TIOJIMBUHWIXJIOPUIHOM/TIONMBUHWINACHXIOPUAHON U (DONIBIM aFOMUHUEBON Te€4aTHON

JIAKUPOBAHHOM.



1,2,3,4,5,6, 10 unu 12 KOHTYPHBIX SIMEHKOBBIX YITAKOBOK BMECTE C MHCTPYKIIUEH 110 MPUMEHEHHUIO
MOMEIIAOT B KAPTOHHYIO YIAKOBKY (I1auKy).

Kommekr (mo 3 KOHTypHbIC sueiikoBble ymakoBKH 1Mo 10 TabneTok BMeCTe ¢ HHCTPYKIMEH I10
MPUMEHEHHUIO B MAuKe U3 KapTOHA U MO 3 KOHTYpHbIE sueiikoBble ynakoBku 1o 10 tabneTok BMecTe C
WHCTPYKITUEH 10 IPIMEHEHUIO B IAYKe U3 KapTOHA) B MUKy U3 KapTOHA.

Cpok rognocTu

3 rona. He mpuMeHsTh 0 UCTEUEHUU CPOKA TOAHOCTH.

YciaoBusi XxpaHenust

[Tpu Temneparype He Boite 25 °C.

XpaHWUTh B HEIOCTYITHOM JISI IETSH MecTe.

YcaoBus ornycka

Otnyckaercs 6e3 perernra.

Jep:katesb perucTpaunoHHoOro yaocrosepenus: OO0 «ATosm»

Poccus, 445351, Camapckas o0, . XKurynesck, yi. ['mapoctpouternei, 1. 6.

HpousBoautenb: OO0 «O30n»

Poccusi, Camapckast 0611., r.0. XKurynesck, r. XKurynesck, yi. ['uapocrpoutenei, a. 6.
Opranusanus, npuHUMAaomas nperensun norpedoureseii: 000 «O30n»

Poccus, 445351, Camapckas 00:1., T.0. JKurynesck, r. JKurynesck, yi. ['uapoctpoureneii, 1. 6.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru



