MHUHHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUICKOWN ®EEPALIMA

HNHCTPYKIUSA
MO MEJUIUHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOT' O IPEITAPATA
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///70@/375"_ 150617
{ /

Peruncrpanmonnniii Homep:
Toprosoe nanmenopanue: OKTOJHUIEH

Memayuapomloe HENATEeHTOBAHHOE HAUMeHOBaHue: THOKTOBasK KMCJI0Ta

Xumuueckoe nanmenosanne: 5-[(3RS)-1,2-J/lutnonan-3-ui1| neHTaHoBas KHCJI0Ta
JlekaperBennasi popma: TabICTKH, MOKPHITHIE MJICHOYHOH 000109KOM

Cocras Ha oany TabjieTky

Jeticmeyrougee éeujecmeo: THOKTOBas KucjaoTa (a-unoesas kuciora) — 600,0 mr.
Bcnomoeamenvnvie sewjecmesa:

A0po;  TUIPOJIO3a HU3KO3aMellleHHas  (THAPOKCHIIPONUIILEIUIION03a  HU3KO3aMellleHHas) —
108,880 wmr, rumponosa (rugpoxkcunponuianenmonosa) — 28,040 wmr, kpockapmesiosa
(kpockapmesiio3a Hatpusi) — 24,030 Mr, kpeMHHUS JHOKCH/ Ko/utouaubli — 20,025 Mmr, mMaruus
creapat — 20,025 mr;

o6onouxa: Onanpait xenreiii (OPADRY 03F220017 Yellow) — 28,000 mr [rumpomesuiosa
(rupoKcHnponIMeTHIIe UTI0n03a) — 15,800 Mr, makporosn-6000 (mosmstunenrankons 6000) —
4,701 wmr, turana giokcua — 5,270 wmr, Tampk — 2,019 Mr, XHHOJMHOBOIO KEJITOrO
amomunuesslit ak (E 104) — 0,162 mr, kpacutesns jkene3a okeu xentoiit (E 172) — 0,048 mr].
Onucanne: TabJIETKH, TMOKPBITHIE TUIGHOYHOH OOOJOUKOH OT CBETIIO-KEITOrO JIO JKEJITOro
[IBETA, OBAIbHbIC, IBOSKOBBINYKIIBIE C PUCKOH ¢ 0/1HOM cTopoHbl. Ha H3some 0T CBETI0-KEeITOro
JI0 JKEJITOTO IBETA.

(dapmakoTepaneBTHUYECKAsi TPyNIIa: MeTadOINYECKOE CPEJICTBO.

Koa ATX: A16AX01

Mdapmako/10ruyecKue cBoiicTea

Dapmarkoounamuka

TuokToBas (0-MMoeBas KHCI0TA) KUCIOTA COAECPKHUTCA B YEJOBEUCCKOM OpraHusme, rje oHa
BBIOJIHAET (DYHKIMIO KodepMeHTa B peakiMsX OKHCIMTEIbHOro (ocopuinpoBanus
ITUPOBHHOTPAAHON KHCIOTHI U alb(a-KeTOKHCIO0T. THOKTOBas KHUCIIOTA ABJIAETCS YHAOTCHHBIM
AHTHOKCHIAHTOM. THOKTOBasi KHCIOTa CrnocoOCTBYET 3allUTE KJIETKH OT TOKCHYECKOTO
JIeHCTBHs CBOOO/IHBIX PaJIMKalloB, BOBHUKAIOIIUX B Ipolieccax oOMeHa BEIIeCTB, 00e3BpeKHBaeT
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JK30T€HHBIC TOKCHYHBIE coeJuHenus. TuokToBass KHCIIOTA  IMOBBIIIACT KOHICHTPALHUIO

SHJIOTEHHOTO AHTHOKCHIAHTAa TJIIOTATHOHA, YTO MPHBOJHUT K YMEHBIICHHIO BBIPAKECHHOCTH
CHUMIITOMOB MOJTMHEHPONIaTHH. [Ipenapar OKa3bIBaeT rernaTonpoTeKTOPHOE,
TUIIOTMITHIEMHYECKOE, THITOXO0JCCTEPHHEMHYECKOE, MMITOTTTHKEMHUYECKOe JICHCTBHE; YIydlIaeT
TpopHKy HEHPOHOB. Pe3yIbTaroM CHHEPrHuecKoro JCHCTBUS THOKTOBOH KHCIOTBI M HHCY/IHHA
SIBJISICTCS TTOBBINIEHUE YTHIIM3AIUN TJTFOKO3BI.

DapmaKkoKunemuxa

[Ipu npueMe BHYTph OBICTPO M TOJHOCTBIO BCACHIBACTCS M3 JKEJIYJI0YHO-KHIIEYHOIO TPaKTa,
MpUEM OJIHOBPEMEHHO € TMHINECH MOXeT CHU3UTH abcopOuuio npenapara. Ilpuem npenapara,
COrIIacHO peKoMeHanusM, 3a 30 MHHYT J0 €/bl T03BOJsieT M30eXkaTh HEXKeIaTeIbHOrO
B3aUMOJICHCTBHS C MUIIEH, TaK KaK BCACBIBAHME THOKTOBOH KHMCJIOTHI HA MOMEHT ITpHUEMa IUIIHU
yKe 3aBepiieHo. MakcuMaibHas KOHIEHTpPAlMs THOKTOBOH KHMCJIOTHI B IUIa3ME€ KPOBH
nocturaercst yepe3 30 MHHYT Tocle TpHeMa fnperapara u cocraBiser 4 Mxr/miu. Tuokrosas
kucrora obnagaer 3G(EKTOM  «IepBOro MpOXOKIACHHS» uepe3 TevyeHb. AOcoaroTHas
OMOJIOCTYITHOCTh THOKTOBOH KHCIOTHI coctaBisier 20 %. OcHoBHbIC nmyTH Meraboiau3ma —
OKHCJICHHE W KOHBIoranus. THOKTOBas KHCIOTa M ee MeTaboJIMThl BLIBOAATCS MOYKAMH

(80-90 %). ITepuona nonyseiBeaeHus (T12) — 25 MuH.

[Tokazanusi K NPUMEHEHHIO

llua6emqecxaﬂ HOHHHCﬁpOHa'I'Hﬂ, aJIKOroJibHas HOHHHCﬁpOHaTHﬂ.

IIporuBonokasanus

[ToBblIeHHAST YYBCTBUTEIBHOCTH K THOKTOBOH KHCJIOTE MJTH JIPYTMM KOMITOHEHTAM Ipernapara.
BepeMeHHOCTE M TMEpPHOJI TPY/IHOTO BCKapMJIMBAHUS (OTCYTCTBYET JIOCTAaTOYHBIH OMBIT
MPUMEHEHHs Ipernapara).

Jlerckuii Bo3pacr 10 18 net (9 dexTuBHOCTD U 6€3011aCHOCTL IPUMEHEHHUS HE YCTAHOBJICHDI).

Ipuvenenne npu GepeMeHHOCTH H B IIEPHO/I FPY/IHOTO BCKAPMJIHBAHHS

[Ipumenenue mpenapara BO BpeMs OepeMEHHOCTH NMPOTHBOMOKA3aHO B CBSI3H € OTCYTCTBHEM
JIOCTATOYHOIO KJIMHHYECKOTO OIbITa MPUMEHEHHS] THOKTOBOH KHCJIOTBHI 1PH OEPEMEHHOCTH.
UccnenoBanusi  penpoayKTUBHOM  TOKCHYHOCTH HE  BBIBHJIM  PUCKOB B OTHOLICHHH
GepTHIBHOCTH, BIMSHMS Ha pa3BUTHE TUIOJA M KAKUX-THOO IMOPHMOTOKCHYECKMX CBOWCTB
npemnapara.

Ipumenenne npenapata OKTONNINEH B MEPHOJ PYIHOrO BCKAPMIHBAHHS IPOTHBOMOKA3AHO

BBH/IY OTCYTCTBUSA JAHHBIX O NPOHUKHOBCHUH THOKTOBOMW KHUCJIOTHI B I'PyJAHOC MOJIOKO.




Crnocod npuMeHeHHs U /103bl

Pekomenayemas go3a — 1 tabGnerka (600 mr) 1 pa3 B jgens. [Ipenapar npuMeHSIOT BHYTpB,
HaToIIaK, 3a 30 MUHYT J0 3aBTpaka, He pa3’KeBbIBas, 3aMuBas BOJOH.

B oTaenbHbIX (TSOKENBIX) Ciiydasix JedeHHe HAuMHAIOT ¢ HasHA4YeHMs Iperapara Oxrommen”
pacTBOp JUIS BHYTPUBEHHOTO BBEJICHHS B Te4YeHHUE 2-4-X He/lesb, 3aTeM MEPEBOJAT Ha JICYeHHE
nepopasbHoii popmoii npenapara OKToMMNeH " (CTYIeHUaTas Teparus).

By 1 JUIMTEILHOCTE Kypca Tepaniy ONpee/sieTcs BpauoM.

[ToGounoe aeiicTBue

Yacrora pa3BuThs Mob604HBIX 2GPEKTOB orpeiesieHa ciie1ylomnuM 00pa3om:

QOuenb yacto: > 1/10;

Yacro: <1/10 > 1/100;

Hewacro: <1/100 > 1/1000;

Penko: <1/1000> 1/10000;

Ouenb pesxo: <1/10000.

Co cmoponbl HeeryOOUHO-KUUEYHO20 MPAKMA: 4acTo — TOIIHOTA; 04Y€Hb PEIKO — pBoTa, 60 B
o0JacTH KejlyaKa ¥ KHIIeUHHKA, Hapesi, '3MEHEHHE BKYCOBBIX OIIYIIIEHHH.

Annepeuueckue peakyuu: OYeHb PEJKO — KOJKHAS ChINb, KpPAlUBHHIA, 3y/1, aHa(QUIAKTHYECKHH
LLIOK.

Co cmoponbl HepEHOU CucmeMbl U OPeanos 4y6cmea. 4acTo — roJIOBOKPYKEHHE.,

Obweco xapakmepa: 0O4€Hb PEAKO — U3-3a YJIYULICHUS YTHIN3ALHH TJIIOKO3bl MOKET CHH3HTHCA
YPOBEHb IJIFOKO3bl B KPOBH M MOTYT IOSBHTBCS CHMIITOMBI THIIOIVIMKEMHH (CITyTaHHOCTD

CO3HAHMS, TTOBBIIIEHHOE MTOTOOT/IEJICHHE, rOJI0BHAs 00JI1b, paCCTPOHCTBA 3PEHU).

Ilepeno3uposka

Cumnmonmol

B ciyvae mpueMa THOKTOBOM (¢-JiMnoeBoit) kuciaorbl B jgo3ax 10-40 r moryr ormedarThbes
Cepbe3HbIe MPU3HAKKH WHTOKCHKAIMHU (reHepaTn30BaHHbIE CY0POTH; BBIPAKEHHBIE HAPYHUICHHS
KHCJIOTHO-IIEJIOYHOTO Oajanca, BeAyIIHe K JIaKTOAlM/I03y: THIEPIIMKEMHs, BILIOTH 10
THITOTJIMKEMHUYECKOH KOMBI; TS¥KeJIble HApYIICHUSI CBEPTHIBAEMOCTH KPOBH, NIPUBOAAIIHE HHOTIA
K harareHOMY Hexoay). [Ipu moo3peHun Ha CyIECTBEHHYIO TIEPEI03UPOBKY Ipenapara (J103bl,
paBHO3HauHble Oonee 10 Tabnerkam Juis B3pociioro wiu Oosee 50 Mr Ha Kr mMacchl Teja JUls

pe6eHKa) HeoOX01MMa HeMe UIeHHAsl TOCITHTaIn3alusl.



Jleuenue: CﬂCllH(l)H‘*IeCKOI"O aHTHJIOTA HET. JIeueHue CUMIITOMATHYECKOE, 1pHu HEOOXOAUMOCTH —

NPOTUBOCYMOPOKHAA TEPpAITHA, MCPBI 1O TTOICPIKAHHTIO (b)’HKLIHﬁ KU3HCHHO-BAKHBIX OPraHOB.

B3anmojeiicTBue ¢ ApYruMH JIeKapCTBEHHBIMH CPE/ICTBAMH

[Tpr o1HOBpEMEHHOM HA3HAYEHWHM THOKTOBOH KHCJIOTHI M LMCIUIATHHA OTMEYAETCs CHHIKEHHE
apdhexkTUBHOCTH 1UCIIaTHHA. THOKTOBAsE KMCIIOTA CBSI3LIBAECT METAJUIBI, [I09TOMY €€ HE CJIe/IyeT
Ha3HA4YaTh OJIHOBPEMEHHO C IpernaparaMi, COJEpKallMMH MeTaUulbl (Halpumep, npernaparhbl
)Kese3a, maruus, kaiupims). CorlacHO peKOMEHJIyeMOoMY Croco0y HpUMEHEHHs, TaOJIeTKH
npenapara OkTosHIeH” npuHuMaroT 3a 30 MHHYT 10 3aBTpaka, TOrja Kak Ipernaparsl,
coJiepiKalliie MeTallIbl, cjIejlyeT NpuHUMarh B o0ea win BeuepoMm. llo 71oii ke mnpuunHe B
NEPHOJ JICUCHUsI PEKOMEHJIyeTcsl ynoTpeOeHHe MOJIOYHBIX TMPOJAYKTOB TOJIBKO BO BTOPOM
MOJIOBUHE JIHS.

[Ipu onHOBpEeMEHHOM MNPHUMEHEHHMM THOKTOBOH KHCIOTBI M MHCYJIMHA WM MEpPOpaIbHbIX
THTTOTTMKEMHYECKUX MPEnapaToB UX JACHCTBHE MOKET YCHIIMBATHCS, MOITOMY PEKOMEHYeTCs
peryispHblif KOHTPOJIb YPOBHS TIIIOKO3Bl B KPOBHM, OCOOEHHO B Hauaje TEparnud THOKTOBOH
KUCIOTOH. B OT/eNbHBIX CllyyasX JIONYCTUMO YMEHBIIEHHE JI03bl THITOTJIHKEMHYECKHX
npenaparoB BO U30eKaHUE Pa3BUTHSI CUMIITOMOB IHIIOTTIMKEMHH.

DTaHoJ U ero MeTaboIHTHI 0CIabII0T 1eHCTBHE THOKTOBOM KUCIOTHI.

Ocobbie ykazanus

IMaupenTtaM, HPUHMAMAIOMMM  TperapaT  OKTONMNEH",  CEAyeT — BO3JEPKHBATBCS  OT
yrnotpedaeHus aJKOroIbHBIX HANMTKOB, TaK Kak ynorpeOieHHe ankorois spisercs GakTopom
pHCKa pa3BUTHSI MOTHUHEHPONATHH U MOKET CHU3UTD Y(P(HEKTHBHOCTD JICYEHHUS.

Jleuenne auabeTHUYeCKOH MOIMHEHPONATHH JOJDKHO IPOBOANTHCA Ha (OHE MouIepKaHus

ONTUMAJILHOM KOHICHTPAIIUH I'TFOKO3bI B KPOBH.

Bausinue Ha ¢noco0HOCTH YIPABJISTH TPAHCHOPTHLIMH CPeACTBAMH H MeXaHH3MAMH

Briusguue Ha CrnocoOHOCTb K YNPABICHHIO TPAHCIIOPTHBIMM CPEACTBAMH M MEXaHHW3MaMH
CHelHalIbHO He H3ydanoch. HeoOxomumo cobuogaTh OCTOPOKHOCTH MPH  YIPABJICHHH
TPAHCIOPTHBIMH CPEJCTBAMH M 3aHSATHAX IMOTECHIIMAILHO ONACHBIMM BH/AMH JIESTEIBHOCTH,

TPeOYIONMMH MOBBIIIEHHONH KOHIIEHTPAIIMH BHUMAHUS U OBICTPOTHI IICHXOMOTOPHBIX PEAKIH.

(I)opma BBIITYCKa

TabGneTku, nokpbIThIe MICHOYHOH 000104K0#H, 600 Mr.




[To 10 TabneTok B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY W3 IUICHKH IOJWBHHHIIXJIOPHIHON MM
umroptHoi TIBX/TIBJIX, wimm TIBX/TTonustunen/IIBJIX n donbru anmoMuHHEBON IeUaTHOM
JIAKUPOBAHHOM.

3, 6, 10 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE ¢ MHCTPYKIIMEHN 110 IPUMEHEHHIO MOMEIIIAIOT B

MayKy U3 KapToHa.

Yei0Bus XpaHeHUst
XpaHUTh MpH TemIepaType He Boie 25 °C.

XpaHuTh B HEJOCTYITHOM JUIS JIeTeH MecTe.

CpoK roaHocTu

2 rona. He [IPUMCHSATH 110 UCTCUCHUH CPOKA TOAHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YciaoBus oTmycka

Ornyckaerces 1o peLenty.

HaumenoBanue W ajapec NpPeANPUATHS-TIPOH3BOAUTEIS/0PraHu3anus, NPHHUMAKIAS
NpeTeH3HH:

Lpu npoussoocmee na OAO "Papmemanoapm-Tomckxumpapm", Poccus:

OAO "dapmcranaapt-Tomckxumbapm”,

634009, Poccus, r. Tomck, npocnekt Jlenuna, a. 211,

tei./pake: (3822) 40-28-56,

www.pharmstd.ru

wiu

Ipu npoussoocmee na OAO "Papmcmanoapm-Jlexcpeocmea", Poccus:
OAO "®dapmcrangapr-Jlekepencrsa”,

305022, Poccus, r. Kypck, yi1. 2-1 Arperathas, 1a/l18,

ten./daxc: (4712) 34-03-13,

www.pharmstd.ru

[IpeacraBurens

OAO "®dapmcranapt-Tomckxumbapm” E.B. Toncrosa




