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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tapameramou, 500 mr, TaGneTKH.

2. KAMECTBEHHBIN M KOJIMYECTBEHHBINA COCTAB

JelicTByroniee BEMIECTBO: MapaeTaMol.
Kaxxnas tabnerka, conepxut 500 mMr mapareramoria.

[Tonublii nepeyeHs BCIIOMOTaTEIbHbIX BEILIECTB NMPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

prrﬂble IUIOCKOIUITMHAPHUYCCKHUEC Ta0JIETKHU 66J'IOFO, WM O€eNoro ¢ KOPUYHCBATbIM, HJIX PO30BATHIM
OTTCHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHIO

JlexapcTBeHHBIH Mpenapar MPUMEHSIOT Y B3pOCIbIX U y AeTel ¢ 12 et B KayecTBe:

. 00€300/IMBaIOLIET0 CPEACTBA MPU OOJIEBOM CHHIPOME C1abOi M yMEpEeHHOH BBIPaKEHHOCTH:
apTpajirusi, MUarusi, HEBpAJIrus, MUTPEHb, 3yOHas U rojoBHas 0O0Jb, aJbroJUCMEHOpesi, O0Jb NpH
TpaBMax 1 OKOrax;

J YKApOMOHMIKAIOLIETO CpEACTBa IPHU OCTPBIX PECHUPATOPHBIX 3a00JI€BaHUSAX U JPYTUX
MH(EKIIMOHHO-BOCHAIIUTENbHBIX 3a00JIEBAaHUSAX, COMPOBOKIAIOUIMXCS IOBBIIICHUEM TEMIIEPATYpHI
Tena.

HpenapaT Hpez[Ha3Haqu JUJIS YMCHI)HICHI/IH CHUMIITOMOB HAa MOMCHT HpI/IMCHCHI/ISI " Ha HpOFpeCCI/IpOBaHI/IC
3a00JI€BaHNS HE BIIUSET.

4.2. Pesxum 103MpPOBaHNs U CNIOCO0 MPUMEHEHUSs

B3pocnbie (BriTrouas moXKHIIbIX) U AeTH cTapine 12 net (Macca tena 6omee 40 kr).

PexxuM 103upoBaHus

500 mr—1 r (1-2 Tabietkn) 10 4 pa3 B CyTKH, €CJIH HEOOXOTUMO.
PazoBas mo3a — 500 mr (1 Tabnerka). MakcumanbHast pa3oBas 103a — 1 T (2 TabJIeTKH).
MaxkcuMmanbHas cyTouHast 1o3a — 4 r (8 tabnerok). MHTepBas Mex 1y IpueMaMu — He MeHee 4 4acoB.

Y B3pOCHBIX TMapareraMosl He pEKOMEHAyeTcsl TpUHHUMaTh Oojee S5 JHEH B KauecTBe
00e300IMBaOIIET0 CcpeacTBa W Oojee 3 JHEW B KadyecTBE JKAPOTIOHIDKAIOIIETO CpeacTBa 0Oe3
Ha3HAYEHUS ¥ HAOJIOICHUS Bpaya.

VY nerteit maparieraMoi1 He pEKOMEHyeTCsl MPUHUMATh Oosiee 3 THeM 0e3 Ha3HA4YeHHs ¥ HaOJI0IeHU S
Bpaya.
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He mpeBbIats ykazaHHYIO 103y.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

Y ManuCHTOB C XPOHUYCCKUMHU NI JCKOMIICHCUPOBAaHHBIMHA 3360HCBaHI/I$IMI/I IIe4Y€CHU, C MEe4YCHOYHOUI
HE/IOCTaTOYHOCThIO, XPOHWUYECKUM QJIKOTOJIM3MOM, Y HCTOIICHHBIX TAIIMEHTOB W TpHU
00e3BOKUBAHUU CYTOYHAS /1032 HE JIOJDKHA IPeBhIIATh 3 T (6 TabIeTOK).

He npesbimaiite ykazanuyroo no3y. Crienyer npuHUMaThb HaMMEHBIIYIO 103y, HEOOXOAUMYIO HJIst
noctuxenus ¢ dexra. THTepBan Mex a1y nmpueMamu JOJIKESH COCTaBIATh He MeHee 4 4. [Ipemapar He
JOJDKEH IPUHUMATBCSA OAHOBPEMEHHO € APYTMMH MapaleTaMoJICOAepKaIMMU IpenapaTaMH.

VYBenuueHue CyTouHOM J103bI MapaneTaMolia Wik MPOoI0JKUTENIbHOCTH JICYEHHS] BOSMOXKHBI TOJIBKO
o/ HabJII0ICHUEM Bpayva.

Cnoco0 mpuMeHeHus

BHyTpb, ¢ 601bIINM KOJIMYECTBOM KUJKOCTH, 4epe3 1—2 4 mocie npuemMa nuiy (Ipuem cpasy rnociie
e/Ibl IPUBOAUT K 33JICP>KKE HACTYIUICHUS ICUCTBHUS).

4.3. lIpoTuBONOKA3AHUSA

e [ WMnepyyBCTBUTEIBHOCTh K JEHCTBYIOIIEMY BEIIECTBY MM K JIIOOOMY M3 BCIIOMOTAaTEIbHBIX
BEIIIECTB, IEPEYNCICHHBIX B paznene 6.1.;

® TsDKEJbIE HapyIICHUS! PYHKINHU IEYCHH W TTOYEK;

e jieTCKui Bo3pacT a0 12 mer.

4.4. OcoOble yka3aHHus U MePbl PEI0CTOPOKHOCTH IPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

[loyeunass wW/MaM mEYEHOYHAs HEAOCTATOYHOCTh JIETKOM U CpeAHEH CTeNeHH TSIKECTH,
I00pOKavYeCTBeHHbIE TUNepOwIMpyouHemun (B T.4. cunapom JKunbbepa), nedumur depmenta
IIII0K030-6-(ocdatnernaporenassl, JeruapaTanns, TAIOBOJIEMUs, aHOPEKCHS, OyTUMHS U KaXeKCHUs
(HeIoCTaTOYHBIN 3amac TJyTaTUOHA B II€UYEHHU), BUPYCHBINM TIemaTUT, ajIKOIOJbHOE MOpakKeHHe
MI€YEHH, aTKOT0JIM3M, OEpEMEHHOCTh, IIEPUO/] IPYAHOT0 BCKAPMIIMBAHUS, ITOKUIION BO3pacT.

Oco0ble YKa3aHusg

Ecnu npu mpueme naparieramosnia yiaydllleHHE COCTOSHUSL He HaOMoJaeTcs WM TojloBHas OoJib
CTAaHOBUTCSI TIOCTOSITHHOM, HE0OX0AMMO 00paThes K Bpady. [Ipu mpojoskaromemMcs IMXopaiouHoM
CHHJIpoMe Ha (poHe MpUMeHeHus naparieramonia 6onee 3 nHeil u OoneBoM cuHapoMe Gosee 5 aHEH,
TpeOyeTcst KOHCYJIbTallus Bpaya.

[TareHTsI ¢ 1e(hUIIUTOM TIIyTaTHOHA MO/ABEP)KEHBI MIEPE03UPOBKE, HEOOXO0AUMO COOII0IaTh MEPHI
MpPeoCTOPOXKHOCTU. Jleduuur riayraTmoHa BCIEACTBHE pacCTPOWCTBAa MUIIEBOTO IMOBEACHMUS,
nuctuyeckoro ¢puodposza, BUY-undexnum, ronoganus, UCTOLUIEHUs 00yCIaBIMBAET BO3MOYKHOCTh
Pa3BUTHA TSHKEJIOTO MOpPaKeHHs MEeYeHM NMpHU HeOOJBIIMX Mepelo3upoBKax mapaiueramona (5 r u
Oonee). 3aperucTpupoBaHbl CIlydyad pa3BUTHS IEYEHOYHOM HEAOCTATOYHOCTH M HapyILECHHH
(GYHKIIUH [T€YeHH Yy TAlIMEHTOB C HU3KUM YPOBHEM IIyTaTHOHA, B YaCTHOCTH, Y KpailHe UCTOLIEHHBIX
MAIMEHTOB, CTPAIAIOIINX aHOPEKCUEN, XPOHUYECKUM AJIKOTOJIM3MOM HJIM y MAalUEHTOB C HU3KUM
MHJEKCOM Macchl Tena. PuCK pa3BUTHS TOBpEXJECHUH N€YeHH BO3pacTaeT y NAaleHTOB C
MOPaXEHUEM NIEYEHH NIPH AJTIKOTOJIM3ME.

ITpuem napaneramosia OKa3blBaeT BIMSHHME Ha IOKa3aTelIM JIAOOPATOPHBIX MCCIEJOBAHUN IIpU
KOJIMYECTBEHHOM OIPEIEICHUH TJIFOKO3bl 1 MOYEBOM KHUCIIOTHI B IIa3Me. Bo Bpemsi AnuTenbHOro
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TIICYCHHU.

[TapaneTaMmos1 MOXET BBI3BIBATH CEPHE3HBIE KOXKHBIE pEaKlMM, Takue Kak cuHapoM CTHuBeHCa-
JIKOHCOHA,  TOKCHMYECKUH  SNUACPMAJbHBIA  HEKPOJIM3,  OCTPbIM  TEeHEpaTM30BAHHBIN
9K3aHTEMATO3HBIN ITYCTYJIe3, KOTOPhIE MOTYT OBITh JeTalbHbIMU. [Ipy TIEpBOM TPOSBICHUU CHITU
WM APYTUX PEeaKIUil TUIIepuyBCTBUTEIBHOCTH, IPUMEHEHHUE NpenapaTa JOJIKHO ObITh IPEKpaIeHo,
CIIeyeT HEMEIJICHHO 00paTUTHCS K Bpauy.

[Ipn oOHapyKeHHHM y MallMeHTa OCTPOT0 BHPYCHOI'O TenaTuta HEOOXOAMMO OTMEHHUTH MpUeEM
npenapaTta. He npuHUMaTh 0IHOBPEMEHHO C IpYTMMH IIpenapaTaMu, COAEp KallMMU apaleTamod.

Bo n3bexxanue TOKCHYECKOIO IMOpaXXCHUA IICUCHU ITapalucTaMoJl HE CICAYET COUYCTATh C IIPUEMOM
AJIKOT'OJIBHBIX HAIIMUTKOB, @ TAKXKC IMPHUHUMATH JIMIAaM, CKJIOHHBIM K XpPOHHYCCKOMY HOTpe6JIeHI/IIO
AJIKOI'OJIA.

4.5. B3aumojeiicTBHe ¢ JAPYrHMHM JIEKAPDCTBEHHbIMM TMpenaparaMu W Jpyrue BHAbI
B3aMMOJACHCTBUSA

NHIYKTOPBI MUKPOCOMAJIBHBIX (DEPMEHTOB IIEYECHU

WHayKTOpBhl MUKPOCOMATBHBIX (DEPMEHTOB TMIEUSHH WX MOTCHIMAIBHO T'elaTOTOKCHYHbBIE BEIIECTBA
(Hampumep, aJKOroiib, pUGMaMIUIUH, W30HUA3H], CHOTBOPHBIE W TMPOTHBOIIHICIITUYCCKUE
cpenctBa, BkiIouas (eHoOapOuTan, (eHuToMH M KapOamas3enuH) IMOBBIIIAIOT TOKCUYHOCTH
mapameraMmolia, MOTYT TPUBECTH K TMOPAXCHHUIO TIEYEHU JaXe NpPH HETOKCHYHBIX J103aX
napaneTamolia, o3TOMY CIIeyeT KOHTPOJIUPOBATh ()YHKIIMIO MTEUYCHHU.

DOEeHUTONH CHIKACT Bq)q)eKTHBHOCTB nmapaneramMoJia, CJaeaoBaTCJIbHO, MAaUCHTAM, IPUHUMAKOIIUM
(beHHTOHH, clenyer U30eraTh 4acToro IMPUMCHCHHA ITapancTramMolia, 0COOEHHO B BBLICOKHX J03ax.

YpHUKO3YpHUYECKHE JICKAPCTBEHHEIC CPEIACTBA

HapaueTaMon CHMXKACT 3(1)(1)CKTI/IBHOCTL YPUKO3YPHICCKUX JICKAPCTBCHHLIX CPECIACTB.

XpopaMmbEHUKOT

HapaueTaMon MOKCT YBCIIMIUTH PUCK MOBBIIIEHHOM KOHOCHTpAlUuH XJ'IOpaM(I)eHI/IKOJ'Ia.

3UA0BYIMH

HapaueTaMon MOKCT YBCIIMYUTL PUCK Pa3BUTUA HeﬁTpOHeHI/II/I, B CBA3M C UYCM, CJICAYCT
KOHTPOJIHUPOBATH I'EMATOJIOTMYCCKUEC IMOKA3aTCIIN. OJIHOBpeMeHHOG MPUMCHCHUEC BO3MOXXHO JIMIIb
MMOCJIC KOHCYJIbTAlUHW Bpayda.

[IpoGenenma

HpO6CH€HI/I)1 YMCHBIIACT MOYTHU B ABA pa3a KIIMPCHC Iapalneramolia, 4To Tpe6yeT CHMIKCHHA JJO3bI
nmapangeTramMoJia.

HenpsiMble aHTUKOATYIISHTHI

MHOroKpaTHbIi TMpUEM TMapaleramoyia B TedyeHHe Oojee dYem 4 JHEH yBEJIWYUBAET
AHTHKOATyISHTHBIA 3 deKT. Cnegyer  mpoOBOAUTH ~ MOHUTOPUHT  MEXIYHAPOJHOIO
HopMmasm3oBanHoro oTHomeHuss (MHO) Bo Bpemss W Tmociae OKOHYAHHS OJHOBPEMEHHOTO
MPUMEHEHHs Mapareramoia (0OCOOEHHO B BBICOKHMX J03aX W/MIU B TE€UYCHHE MPOJIOJDKUTEIBHOTO
BPEMEHH) U TPOU3BOJHBIX KymapwHa. HeperymspHbii mpueM mapareraMmoyiia He OKa3bIBaeT
3HAYUMOTI'O BIIUSHUSL.

IIpomanTeMH M ApYTHUE TpENaparhl, 3aMeIIOIIME YBAKYAITUIO M3 JKEITyIKa

HpOHaHTCJ'II/IH H Apyrue mnperaparbl, 3aMCIJISIIOIINUC 3BAKYyallU0 U3 KCIIYyJKa, CHUKAKOT CKOPOCTb
BCaCbIBaHM IapaneramMosia, 4YTO MOXET OTCPOUYNUTh W YMCHBIINTD HACTYIIJICHUC 3(1)(1)e1<Ta.
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(NOCNEQOBATENEHOCTE 0002)

MeTokaonpaMua U JOMIECPUIOH

MerokionpaMua W JAOMIIEPUIOH YBEIWYMBAIOT CKOPOCTh BCAChIBaHWs Tapareramolia M,
COOTBETCTBEHHO, Haua0 00e300JIMBAIOIIETO U )KAPOTIOHUKAIOIIETO JCHCTBUS.

Bbapbutypatst

JlinrenpHOE IpUMeHeHue 0apOuTypaToB CHIKAET 3PPEKTUBHOCTH MapareTaMolia.
OTaHon

DTaHOJ CIOCOOCTBYET PA3BUTHIO OCTPOTO AHKPEATUTA.

Hecrepouaable IpoTrBOBOCIannTEIbHEIE npenaparsl (HIIBII)

JlnutenbHOe COBMECTHOE NpUMeHeHHe napaueramosna u apyrux HIIBII nossimaer puck passurtus
«AQHAJIBIeTUYECKOM» HedpomaTuu U IOYEYHOIO MaNWUIIPHOTO HEKpPOo3a, HACTYIUICHUS
TEPMUHAJIBLHOM CTaJIMM ITI0YEYHON HEJOCTATOYHOCTH.

Canunuiiatel

OI[HOBpeMeHHOG JJIUTCIIBHOC HA3HAYCHUC IIapalcTaMoOjia B BBICOKHMX O03aX W CaJIWIHUIIATOB
IMOBBIIACT PUCK PA3BUTHS paKa IMOYKHU UK MOYCBOI'O ITY3bIPS.

HI/Igl)H yHUCal

HI/I(bHYHI/IcaH MOBBIIACT IIA3MCHHYIKO KOHLCHTPAHUIO ITapancTaMoOjia Ha 50 % — PUCK pa3BUTHA
I'CIMaTOTOKCHYHOCTH.

MuenoTOKCHYHbBIC IpeHapaThl

MuenoTOKCUYHEIS npemnaparbl YCUJIMBAIOT MPOABJICHUC I'CMATOTOKCUYHOCTH IIpcriapara.

4.6. PepTHIBHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

B uccnenoBanusx Ha *HUBOTHBIX U Y JIOJICH He ObUIO BBISIBIEHO KAaKOr0-JIMOO pUCKa NPUMEHEHHUs
npenapaTta y OepeMeHHbIX KEHILIUH WIK BPEIHOTO BO3CHCTBYS IpenapaTa Ha pa3BUTHE SMOpHOHA
u mnoja. [lapaneramMosn MOXKeT MCHOIB30BATHCSA BO BpeMs OEpEMEHHOCTH, OJHAKO 11eJIecO00pa3HO
HCIO0JIb30BaTh MUHUMAIIbHBIE 3(DPEKTUBHBIE 103bl U MAKCUMAIbHO KOPOTKUM KYPCOM.

JlakTanus

B HeOonbmnX KOIMUecTBaX MPOHUKAET B IPYIHOE MOJIOKO. B riccnenoBanusax He ObUIO yCTaHOBJIEHO
BPEIHOTO BO3ACUCTBUS MapaleTamMoia Ha Opraiu3M peOeHKa IpHu rpyIHOM BCKapMIIMBAaHUH, TEM HE
MeHee HE0OXO0AMMO IPUMEHSATH C OCTOPOKHOCTBIO.

4.7. BuusiHMe Ha CHOCOOHOCTH YNPABJAATHL TPAHCHOPTHBIMH CpeacTBAaMH M padorarb ¢
MeXaHU3MaMH

OTCyTCTBYIOT JJaHHbIE O BJIMSHUU Iapaleramosiia Ha CIOCOOHOCTh YHPAaBJIATh aBTOMOOWIIEM HIIU
OpyruMu Mexannsmamu. OHaKO, yYUTBIBas BOZMOXKHbBIE HEXKENaTeIbHbIE PEaKIIK, PEKOMEHYETCs
cO0JII01aTh OCTOPOKHOCTH BO BpEMsI IIpreMa rapareramosia py yrpaBJieHUH aBTOTPAHCTIOPTOM HITH
JPYTUMHU MEXaHU3MaMH.

4.8. HexxennaTenbHbIe peakuu

Pe3roMe HexxenaTeabHbBIX PeaKIIUi

YacToTra pa3BUTHS HEXKEIATCIbHBIX pPEaKIUi KiacCH(UIMPOBAaHA COTJIACHO PEKOMEHIAIMSIM
Bceemuproit opranusaruu 3apaBooxpanenus (BO3): ouens vacto (>1/10), wacro (>1/100, Ho <1/10),
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HCHU3BCCTHA (HGBOSMO)KHO OonpeaACINTG HAa OCHOBAHUH UMCIOINUXCA I[aHHBIX).

Hapywenua co cmoponvl Kposu u aumgpamuueckoli cucmemsl: 4acTO — MOCIEOINEepAllHOHHBIE
KPOBOTCUCHHSI; OYECHb pEAKO — aHEeMHs, TpPOMOOIUTOIICHUS, JICHKOICHUS, HEUTPOIICHHUS,
arpa”yJjolMTO3; TEMOJIMTUYECKash  aHEeMHs; YacToTa  HEHW3BECTHAa  —  IAHIUTOICHUS,
cylb(oreMoraoOMHEeMus, METTE€MOTJIOOMHEMUS.

Hapywenus co cmoponvl ummyHHOU cucmemsl. PEAKO — aJNIEPrUUE€CKUe peakuuu (B T.4. KOXKHas
CBIIb, 3y, KPAIIMBHUIIA, AaHTHOHEBPOTUYECKHI OTEK); OUEHb PEKO — OCTPHIH I'eHepaTn30BaHHBIN
9K3aHTEMATO3HbIM MmycTyse3, cuHapoMm CrtuBeHca-/[>KOHCOHA, TOKCHUYECKUH SIMHIepMaTbHBIN
Hekpoiu3 (cuuapoM Jlaitenna), anadumakcus.

Icuxuueckue HapyuieHus. 4acTo — 6CCCOHHI/II_Ia, TpEBOra.

Hapywenus co cmoponvl mepeHoil cucmemvl: 4acTO — TOJOBHAas OO0JIb; 4acTOTAa HEW3BECTHA —
JTUCTOHUSI, TOJIOBOKPYKEHHE, ICHXOMOTOPHOE BO30YXKIeHHUE, Ae30prueHTaIHs (TIpU MprUeMe BRICOKUX
1103).

Hapywenus co cmoponul opeana 3penus’ 9acTo — IepUOPOUTAIBHBINA OTEK.
Hapywenus co cmoponwl cepoya: 4acTo — TaxuKapus, 601b B TPyAH.

Hapywenus co cmoponvl cocyoos: 4dacto — mnepudepudecKkue OTEKU, THUIEPTCH3US;, PEIKO —
CHHKEHUE apTepUaIbHOTO JTaBJICHHMS.

Hapywenus co cmoponul oOvixamenvHoli cucmembl, 0p2ano8 2pYOHOU KIemKU U CPeOOCMEeHU!
4acTO — JIUCITHO?, MATOJOTHUYECKOE AbIXaHUE, OTEK JICTKMX, TUIIOKCHS, TUICBPAJIbHBIN BBITIOT, XPHUITHI,
OJIBIIIIKA, KalllelIb; OYeHb pPeIKo — OpoHxocmasMm (y MalMeHTOB C THUIEPUYYBCTBUTEIBHOCTBIO K
aleTUJICAIUIIUIOBON KUCJIOTE U IPYTUM HECTEPOUTHBIM MTPOTHBOBOCTIAIUTENILHBIM Mpenaparam).

Hapywenuﬂ CO CMOpPOHbL meﬂydoqno-lcumewoeo mpakma:. 4aCTO — Jauapes, 3amnop, AUCIICIICHUA,
B34YyTHUC )XKUBOTA, pCAKO — 00J1b B JKHUBOTEC, TOIIHOTA, pBOTA; 4aCTOTAa HCU3BECTHA — CYXOCTb BO PTY.

Hapywenus co cmoponsl neuenu u dHcenuegbi8oosauux nymeti. peako — MOBBIIICHUE aKTUBHOCTHU
MEYCHOYHBIX (DEPMEHTOB; YACTOTa HEU3BECTHA — MIEUEHOYHAsI HEJIOCTATOYHOCTH, TeMaTUThI, HEKPO3
TICUCHH.

HdpyZMEHl/l}l CO CMOPOHBL KOJHCU U NOOKOICHBIX MKAHel . YJaCTOTa HEU3BECTHA — DK3aHTEMA.

Hapywenuﬂ CO CMOPOHbL MbIUEHHOU, CKeNeMmHOU U COCOUHUMENIbHOU MKAHU. Y9aCTO — MBIIICYHEIE
CIIa3MbI, TPU3M.

Hapywenus co cmoponbl nouexk u Mo4eableo0Auux nymeli: 4acTo — OJIMT0ypHsl; 4aCTOTa HEU3BECTHA
— MOYeYHasl KOJIMKa, Hecneunduieckas 0akTepuypus, MHTEPCTUIMATIbHBIN HeDPUT, MaNIISPHBINA
HEKpO3.

Obwue napyuienus u peakyuu 8 mecme 86e0eHUs . 9aCTO — MTUPEKCHsI, YyBCTBO YCTAIOCTH; PEIKO —
oOmiee HeqoMoranue / ci1abdoCThb.

Jlabopamopnvie u uHcmpymenmanbHole OauHble . YacTO — FMIIOKATUEMUSs], TUIIEPTIIMKEMUS; PEIKO —
CHIDKEHHE WIM YBEIMYEHHE MPOTPOMOMHOBOTO HHJEKCA; 4YacTOTa HEU3BECTHA — YBEJIUYECHHE
KpeaTHHUHA (B OCHOBHOM BTOPUYHO, IT0 OTHOIIEHUIO K IeNaTOpEeHAIbHOMY CUHAPOMY).

COO6HI€HI/I$I O ITOAO03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

Baxno COO6IJ_[aTL 0 MMOAO3PCBACMEBIX HCKCIIATCIIBHBIX PCAKIUAX IMOCJIC PETUCTpALIUUA IIpCIiapaTra C
OEJIbIO obecreyeHus HEMIPEPBIBHOTO MOHUTOPUHI'A COOTHOIICHUA «I10JIb3a — PUCK) JICKAPCTBCHHOI'O
Ipemapara. MeauinHCKUM pa6OTHI/IKaM PECKOMCHAYCTCA COO6I_I_IaTL 0 JIIOOBIX MMoJ03pEBaACMBIX
HCXKECIATCIbHBIX PCAKIUAX JICKAPCTBCHHOI'O ITPErapara 4€pe3 HAIMOHAJIIBHBIC CUCTCMbI COO6HI€HI/II71
0 HCXKCIIAaTCIIbHBIX PCAKIUAX IOCYyAapCTB — YJICHOB EBpa3HﬁCKOFO OKOHOMHYCCKOI'o COro3a.
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Poccuiickas ®@enepanus.

denepanpHas ciyx06a mo Haa30py B chepe 31paBOOXpaHCHHUS.

Anpec: 109012, r. Mocksa, CnaBsiHcKasi mjiomaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03,

DrexTpoHHas moyta: pharm@roszdravnadzor.gov.ru

Cait B HH(POPMAITMOHHO-TEIEKOMMYHHUKAIIHOHHOM ceTu «nTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMIITOMBI

Knuauueckast KapTHMHa OCTPOM MEPEIO3MPOBKH pPAa3BUBAETCs B TedeHHe 24 9 mocie mpueMa
naparneramosna. [losBISIOTCS KemyJOYHO-KUIIEYHbIE PAacCTPONCTBA (TOIIHOTA, PBOTA, CHU)KECHHE
amnmeTuTa, OUIyIIeHWe AucKoMdopTa B OpromHOW mosiocth W (Wiam) abmomuHambHAs O0JIb),
0JIeTHOCTH KOXHBIX IMTOKPOBOB. [Ipy 0THOMOMEHTHOM BBEAECHUH B3POCIIBIM 7,5 T 1 O0JIee, i ICTSIM
6omee 140 MI/Kr MPOUCXOIUT IHUTOJU3 TEATOLUTOB C TIOJTHBIM H HEOOPATUMBIM HEKPO30M IEUYEHH,
pa3BUTHEM MEUCHOYHOW HEJJOCTATOYHOCTH, METa0OIMYECKOTO alli/103a U SHIIe(aIOaTHH, KOTOPHIE
MOTYT MPUBECTH K KOME U JIeTaJIbHOMY Hcxoy. [Ipuem BHYTph 5 T uiu GoJiee mapareraMmosia MOXKeT
NPUBECTH K IMOBPSKACHUIO II€UYECHH NpU HaIM4uu (akropa pHcKa (UIMTEIbHOE JIEYEHUE
kapbamazenuHoMm, (enobGapOUTaIOM, (PEHUTOMHOM, TMPUMHIOHOM, PH(PAMIHUIIMHOM, 3BEpOOOEM
IPOJIBIPSIBIICHHBIM WM APYTUMHU TIperapaTaMu, KOTOPBIE SBISIOTCS HHAYKTOPaMH MUKPOCOMAITbHBIX
(bepMeHTOB MeYeHH; 3I0YOTPeOICHNE ITAHOJIOM, 1e(DUIUT TIyTaTHOHA, HAPYIICHUE MTUIEBAPEHUS,
mykoBucuuno3, BUY-undexuus, ronomanue, kaxekcus). Yepes 12-48 u mocine BBeAEHHS
mapaneTaMosia  OTMEYAeTCsl TIOBBIIICHHE AaKTHBHOCTH MHKPOCOMAIBHBIX (DEPMEHTOB TICUeHH,
JaKTaTAETUAPOTeHA3bl, KOHIIEHTPAlMM OWIMPYOMHAa W CHIDKCHHE COJAEp)KaHHs MPOTPOMOMHA.
KnmHnyeckre CUMITTOMBI TOBPEXKICHHS ITEYESHHU MPOSBIISIOTCS Yepe3 2 CYyTOK MOocie Mepea03upPOBKU
npernapara u JOCTHraloT MakCUMyMa Ha 4-6 neHb. [Ipu nmepeno3upoBke BO3MOKHA MHTOKCHKAITHS,
0COOEHHO y TOXWJIBIX MAIlMEHTOB, NETEH, MAIMEHTOB C 3a00JICBaHUSMH TCUEHH (BBI3BAHHBIX
XPOHUYECKHM AaJIKOTOJU3MOM), y TMAlMEHTOB C HApYIICHUSMH MHUTaHUS, a TAKKe y MalUEHTOB,
MPUHUMAIOIINX WHIYKTOPHI MHUKPOCOMAIBHBIX (DEPMEHTOB IMEYEHH, NMPH STOM MOXKET Pa3BUTHCS
MOJIHUEHOCHBII ~ remaTuT, TEeYeHOYHas  HEeJIO0CTaTOYHOCTh,  XOJECTaTUYECKUH  TenaTHT,
UTOJIMTUYECKUAN TENaTUT, MHOT/A C JIETAIbHBIM UCXOJ0M. B TSHKETBIX Ciydasx Mepeo3upOBKH B
pe3yibTaTe MEYEHOYHOM HEeJIOCTaTOYHOCTH MOXKET pa3BUThCS HSHUedanonatus (HapylieHue
(GYHKIIMU TOJOBHOTO MO3Ta), OTEK MO3Tra, KPOBOTEUECHHS, THIIOTIMKEMHS], BIUIOTH JIO JIETAIHHOTO
ucxona. Bo3MOXKHO pa3BUTHE OCTPOH MOYEUHOW HEAOCTATOYHOCTH C OCTPBIM TYOYISIpHBIM
HEKPO30M, XapaKTEPHBIMH IMPHU3HAKAMH KOTOPOTO SBIISIETCS OOJb B MTOSICHUYHOM 00JIACTH, TeMaTypHsl
(mpuMech KpOBHM WJIM 3PUTPOLUTOB B MOYE), MPOTEHHYpHUs (TOBBILIEHHOE COjep)kaHue Oenka B
MOYE), TIPH OTOM TSDKENIOE IMOpPAaKEHHWE TEeUeHH MOXKET OTCYTCTBOBaTh. OTMEYal Hch Clydau
HapyLIEHHsI CepJICUHOr0 PUTMA, TAHKPEeaTUTa.

Jleuenue

Hemennennas rocnuranusanus. llpu mono3peHun Ha NEPENO3UPOBKY, NAKE INPU OTCYTCTBUHU
BBIPQKEHHBIX MEPBBIX CUMIITOMOB, HEOOXOIUMO MPEKPATUTh MPUEM Mapaneramosia U HEMeAJIECHHO
o0paTuThCs 3a BpaueOHOU nomortbo. CleayeT onpeaeuTh ypoBEeHb MapaleTaMoria B ria3mMe KpoBH,
HO HE paHee 4eM uepe3 4 Jaca 1ocie Iepeio3upoBky (0osee paHHHE pe3ysbTaThl HEOCTOBEPHBI).
JlaGopaTopHble HCCIEeIOBaHUA AKTHMBHOCTH MHKPOCOMAJbHBIX (PEPMEHTOB IE€YEHU CIETyeT
IIPOBOJIUTh B Hayajle JIEYEHUA W 3areM Kaxaele 24 4. Beegenue nonaropoB SH-rpynm u
MPE/IIECTBeHHUKOB CHHTE3a IIyTaTHOHA-METHOHMHA U alleTUIILMCTenHa — Hanbosee 3¢ pekTuBHO B
IIEpBbIE 8 YacoB.


https://www.roszdravnadzor.gov.ru/
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MIPOMBIBAHHE JKETYIKA U TIPUEM SHTEPOCOPOSHTOB (aKTUBUPOBAHHBIHN YTOJIb | T.11.). B OonbImMHCTBE
Clly4aeB aKTUBHOCTh MUKPOCOMAJIbHBIX (DEPMEHTOB MEYeHN HOPMAJIM3YeTCs B TeUeHue 1—2 Henenb.
B o4eHb TSOKENBIX CITydasx MOXKET MOTpeOOBaThCs Mepecajika neueHu. BeeneHue aneTniinucTenHa B
TeyeHue 24 4acoB 1Mocie Nnepeao3upoBKH. MaKkcUManbHOE 3allUTHOE JEHCTBHE 00ECTIEYMBACTCS B
TEYEeHHUE TEPBBIX 8 YacoB MOCJE MEPEIO3UPOBKH, CO BpeMeHeM 3((HEKTUBHOCTh aHTUAOTA PE3KO
naznaet. [Ipu HEOOXOIMMOCTH BBOJAT ALETHIIUCTEUH BHYTPUBEHHO. [IpH OTCYTCTBHHM PBOTHI 10
MOCTYIUICHUSI TMallMeHTa B CTAllMOHAP BO3MOXHO IPHMEHEHHE METHOHHMHA. HeoO0xommmocTh B
IIPOBEJICHUU  JOIOJIHUTEIBbHBIX TEPANEBTUUYECKUX MEPOIPHUATHI  (IanbHeillee BBEJIECHUE
METHOHMHA, BHYTPHBCHHOEC BBEICHUE alleTHIIMCTENHA) ONpEACNseTCS B 3aBUCHMOCTH OT
KOHIIEHTPAIlMW Tapaleramolia B KPOBH, a TaKKe OT BPEMEHH, MPOIIEIIICTO MOCIe ero mpuema.
JleueHre MalMEHTOB C CEphE3HBIM HapylIeHWEM (YHKIIMU TEYeHH uepe3 24 Jaca rocliie mpueMa
naparneTaMosia I0JUKHO MPOBOJAUTHCS COBMECTHO CO CIIEIHATUCTAMU TOKCUKOJIOTHYECKOTO LIEHTpa
WIH CTIICIIMAITM3UPOBAHHOTO OT/IEJICHUS 32a00JICBAaHHI MTEYCHU.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepareBTUYECKas TPYIIa: aHATbIeTUKH, APYTUE aHATBICTHKN Y aHTUTTUPETUKH, aHUJTH]IBI.
Kon ATX: NO2BEO1

MexanusMm aeiicteus U hapMmakoauHamMuueckue 3hdheKThl

[Tapaneramon o6aamaeT KapoNMOHWKAOIIUM U OojeyToisiomuM AelictBueM. Henapkotuueckuit
aHaJIbreTHK, Onokupyet nukinookcurenasy (L{OT) [ u Il mpenmyniecTBEHHO B LIEHTpaJIbHOM HEPBHOM
cucTeMe, BO3JIEHCTBYSl Ha LEHTPhl 00U M TEpMOpEryasluu. B BOCHaleHHbIX TKAHAX KJIETOYHBIE
MIEPOKCHJIa3bl HEUTPAIU3YIOT BiMsiHKE NapaneTamosa Ha LIOI, yTo oObsCHSIET MPaKTUUECKH MIOJIHOE
OTCYTCTBHE NMPOTUBOBOCHIANNTENIBbHOTO 3 dekra. [Tockonbky napaneramon 06aasaeT Ype3BbluaitHo
MaJIBIM BJIMSTHUEM Ha CHHTE3 MPOCTATIaHAMHOB B NepU(PEepHUUECKUX TKAHIX, OH HE U3MEHSIET BOIHO-
AJIEKTPOJIMTHBIA OOMEH M HE BbI3bIBAET MOBPEXKJICHUS CIIM3UCTON 00O0T0UKH KeENyJ0UHO-KUIIEYHOT'O
Tpakta. Takum oOpa3oMm, mmapaneraMmos OCOOEHHO TMOJIXOIUT MalMeHTaM ¢ 3a00JIeBaHUSIMU
KEIyJJOUYHO-KUIIEYHOI'0 TPAKTa B aHaMHe3€ (Kak, HalpruMep, Y MAUeHTOB C JKeJIy10YHO-KUIIIEUHBIM
KpOBOTEUEHHEM B aHaMHE3€ UJIU Y TAIlIMEHTOB [OKUIIOT0 BO3pacTa) Wi NallieHTaM, IPUHUMAIOIIUM
CONTyTCTBYIOIIME  JIEKAPCTBEHHBbIE NpenapaThl, KOrJAa HHIHOUMpoBaHHE mepudepruecKux
MPOCTarjJaHAMHOB MOXKET OBITh HEKEIATEIbHbIM.

5.2. PapmakoKMHeTHYECKHE CBOIICTBA

AOGcopbuus — BbICOKasl, penapaTt ObICTPO U MPAKTHUUECKU MTOJIHOCTHIO BCACBIBAETCS U3 JKETYIOYHO-
KHIIIEYHOTO TpakTa. Tcmax Hocturaetcs yepes 0,5-2 4; Cmax — 5—20 Mkr/mi1. CBsi3b ¢ OeIKaMu M1a3MBbl
— 15 %. IIponukaer yepe3 rematosHuedanueckuii 6apbep. Menee 1 % oT npuHATON KOpMSIIEH
MaTepbl0 03Bl MapareTaMmosiia MPOHUKAeT B TPYAHOE MOJOKo. TepameBThueckd 3PQeKTuBHAs
KOHIICHTpAIUsI IMapareraMosia B miia3Me JOCTUTAETCS TIPU €ro Ha3HaueHuu B 03¢ 10—15 mr/kr.

Buorpanchopmariust
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KHCIIOTOM U cyibpaTamMu ¢ 0OOpa3oBaHMEM HEaKTUBHBIX MerabonuToB; 17 % moaBepraercs
THJIPOKCHIIMPOBAHUIO C 00pa3oBaHMEM § AaKTHBHBIX METa0OJHMTOB, KOTOPBIE KOHBIOTHPYIOT C
TIIyTaTUOHOM C OOpa30BaHHEM Y€ HEaKTUBHBIX MeTa0onuToB. IIpu HemocraTtke TiayTaTHOHA 3TU
METa0OJIUTHl MOTYT OJOKHpPOBaTh (DEPMEHTHBIC CHCTEMBI I'€lIaTOLMTOB M BBI3BIBATH UX HEKpo3. B
MeTabosi3Me npemnapara Takxke yuactByrot nzohepmentsl CYP2EL, CYP1A2 u B MeHbIIICH CTETICHU
nzopepmenT CYP3A4. JIonOTHUTEIBHBIME MYTSIMH METa00JIM3Ma SIBIISIOTCS TUAPOKCHINPOBAHHE
10 3-ruApOKCU-TIapaneTamMoia U METOKCHJIMPOBaHHE 10 3-METOKCUIIapaleTaMmolia, KOTOphble B
MOCTICICTBUM KOHBIOTUPYIOT C TIIOKYpPOHMIAMH WM Cyib(aramMu. Y B3poCibIX mIpeolriagaer
[NIIOKYPOHUPOBAHKUE, Y HOBOPOKICHHBIX (B T.4. HEJOHOIIEHHBIX) M MAJCHBKUX JIeTell —
cynbparupoBanre. KoHbplorupoBaHHbIe METa0OMUTHI MapaneTamona (TIIOKYPOHUIbI, CyabpaTsl U
KOHBIOTaThl C TJYTaTHOHOM) OOJagal0T HHM3KOW (apMaKOJIOTHYECKOH (B T.4. TOKCHYECKOH)
aKTUBHOCTBIO.

OIMMUHAIMA

[Mepuon mnonyewiBenaenus (Ti12) — 1-4 4vaca. BeiBoguTCs TOYKaMH B BHJAEC METaOOJIMUTOB,
MIPEUMYILIECTBEHHO KOHBIOraToB, TOJBKO 3 % B HEU3MEHHOM BHUAE. Y MOXKWIbIX IallMEHTOB
CHUKACTCS KIIMPEHC MapaleTaMmosa U yBeJIMUYMBACTCS MIEPUO/] TIOTyBBIBEICHHUS.

6. DPAPMALHEBTUYECKHUE CBOUCTBA

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BellIECTB

Kanwuus creapar

Kpaxman kaprodenbHbIii

[ToBHI0H (HOJMBHHUIIHPPOIUIOH HU3KOMOJICKYISIPHBIH MenuuuHckuii, K-17)
IIpumorens

6.2. HecoBMecTHMOCTD

He nmpumenunmo.

6.3. Cpok roaHocTH (CpOK XpaHeHusl)

3 roxa.

6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHH

XpaHUTh B 3alIMIIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boite 25 °C.
6.5. Xapakrep u coaep:kaHue NEPBUYHONH YIIAKOBKH

ITo 10 TabmeTok B KOHTYpHYIO SIUEHKOBYIO YIAKOBKY U3 IUIEHKHU MOJIMBUHUIXJIOPUIHON U (poibru
QJIFOMUHHUEBOW I1€4aTHOM JIAKUPOBAHHOM.

ITo 10 Tabnerox B OaHKH IMOJMMEpPHBIC W3 TMOJUIPONUJICHA WIM TOJHITHICHA, C KPBIIIKAMH,
HAaBUHYMBACMBIMU WJIA HATATUBAEMBIMH, U3 IIOJUIIPOIIMIICHA UJIH MOJUITUIICHA.

Kaxnayro Oanky win 1, 2 KOHTYpHbIE SYEHKOBBIE YNMAKOBKU C MHCTPYKIHUEH MO MPUMEHEHUIO
IIOMENIAIOT B [TAYKy U3 KapTOHA.
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6.6. OCOBBIE MEpbI IPEIOCTOPOKHOCTH PH YHUTOKREHNH HCOIL30BARIOr0 MoK ApCT Beroro

npenapara WJjiH OTXO/A0B, MOJIYYEHHBIX MoOcJie NMPUMEHeHHsl JeKAPCTBEHHOro mpenapara u
Apyrue MAaHUMYJISIIUU ¢ PpenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas ®@enepanus,

ITAO «buocunres,

440013, Ilensenckas 06:m., . [lensa, ym. dpyxOs1, cTp. 4.
Tenedon: +7(8412) 96-96-27; 8-800-100-40-05;

dakc: +7(8412) 96-96-27.

Anpec anekTpoHHO# mouThl: Biosintez.Info@sunpharma.com

7.1. IIpencraBuTeIb AeprKATEs PErHCTPAIHOHHOIO YI10CTOBEPEeHH

[Iperen3uu norpeduUTEIer HAPABIIITE 110 aJIPECY:

Poccuiickas @enepanusl,

ITAO «buocunre3,

440013, [1en3enckas o0m1., T. Ilensa, yn. pyxOsl, cTp. 4.
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05,

Anpec aaekTponHo# moutsl: Biosintez.Hotline@sunpharma.com

8. HOMEP (HOMEPA) PETUCTPALHMUOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KaTeropuu OTIycKa Oe3 perernTa.

O61ua;1 XapPaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIiapara HapaueTaMon AOCTYIIHA B €ANHOM PECCTPC
3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uilcCKOro 3KOHOMHYECKOTO COK3a W Ha
o(umaNbHOM caiiTe yIoJHOMOUYEHHOIO OpraHa (3KCHepTHON OpraHu3alun)
https://Ik.regmed.ru/Register/EAEU_SmPC


mailto:Biosintez.Info@sunpharma.com

