MUHUCTEPCTBO 3/IPABOOXPAHEHWS POCCUMCKON ®EJIEPALIMU

MHCTPYKLINWA
10 MEZIMIMHCKOMY NPUMEHEHHIO JIEKApCTBEHHOTO Ipernapara

MHIAAIIAMU]] dapmacunTes

Perncrpauunonuslii Homep:

Toprosoe Haumenobanue npenapara: UHJATIAMU/J] ®apmacunTes
MexyHapoaHoe HenaTeHTOBAHHOE MJIM IPYNNMPOBOYHOE HAHMEHOBAHMUE!
MHIaIaM#I

JlexapcrBennas opma: TabIeTKH ¢ NPOIOHTMPOBAHHBIM BbICBOOOKIEHHEM,
MOKPBITBIE TUIEHOYHOM 000JI09KO#

Cocras

1 Tabnerka comepKur:

Hericmeyiowee eewyecmeo: nuganamun 1,50 mr

Bcnomozamenvruie sewyecmea: runpomeniosa K4M 55,00 Mr, j1akTo3b1 MOHOTUIpaT
98,90 mr, nmoBunon K30 3,20 mr, kpeMHUs AMOKCHA KOLTOMAHBIH 0,40 Mr, Maruus
creapar 1,00 mr.

Bcenomozamenvnvie sewyecmea (obonouxa): rorooe nokpeitue VIVACOAT-PC-1P-
404, OGembit 4,80 mr (runpomemmosa (ITIMI]) 5 70,0 %, wmakporon 6000
(mosmstunenraukoas 6000) 9,0 %, monucopbar 80 (tBun 80) 1,0 %, TMTAHA AHOKCHIL
20,0 %) '

Onucanne
Kpyribie, 1B0AKOBBINTY KiIble TablIETKH, TIOKPHITHIE IIIEHOUHO 060104KOH, 6e10ro

[IBETA.

@®apmakoTepaneBTHYeCKasi TPYNMNA: 1yPETUYECKOE CPEICTBO



Kox ATX: CO3BAI11

®apmako/JI0ruyecKHue cBOicTBA

DapmaxkoouHamuxa

MexaHu3m aeiicTBUS

MHpanaMu 1 OTHOCHTCS K IIPOM3BOAHBIM CyJIb(hOHAMUIA C MHAOIBHEIM KOIBLIOM H 110
(hapMaKOJIOrMYECKUM CBOMCTBAM GIM30K K THA3MIHBIM JAMYypPETUKaM, KOTOpbIE
MHIHOMPYIOT peabcopOIMIo MOHOB HATPUA B KOPTHKAIBLHOM CErMEHTe MeTIIH
Heppona. IIpu 3TOM yBennunBaeTcs BbIAEICHIME I0YKAMK HOHOB HaTpUs, XJIopa U B
MEHbIICH CTENEeHM MOHOB KalMs M MArHWs, 4YTO CONPOBOKIAETCA YBEIMYEHHEM

AWype3a v TUIIOTEH3UBHBIM 3 (HEeKTOM.

(Dapmalcognnamnqecmie BQQCKTbl

B winanuecknx uccnenoBanusx 11 u 111 (a3 mpu MCHONb30BaHMM MHAANAMUIA B
PEXUME MOHOTCpANMK B J103aX, HE OKa3bIBAIOIIMX BBIPAXKEHHOTO JUYDPETHUECKOTO
s¢dexra, 6b11 MPOAEMOHCTPUPOBAH 24-4aCOBOI TUIIOTEH3UBHBIH sddexr.
AHTUTUIIEPTEH3MBHAs ~ aKTUBHOCTh  MHJANAaMHMAA  CBsA3aHa  C yJIy4lIeHUEeM
3/IaCTUYECKHMX CBOMCTB KPYIHBIX apTepuil, yMEHbIICHUEM apTEPUOIAPHOrO U 061Iero
NepUGYEPUUECKOTO COCY IUCTOrO COMPOTHBIICHMS.

MHanamMu 1 yMeHbIIaeT runepTpohuio J1eBoro xKeIya0uka.

Tuasnansle u THa3sMIOMONOOHBIC IMYPETUKH NPU ONPEACTCHHON 103€ MOCTHIAIOT
[UIATO TEPareBTMYECKOro d(p¢ekra, B To BpeMs KaK 4acTora MoGOYHBIX 3D(HEKTOB
NPONOJKACT YBEIMYMBATLCS MpPU  JallbHENIIEM IOBBIIEHUM 03Bl Ipernapara.
[looTomy He cnenyer yBenmumBarth m03y mpemapara, ecid  IpH npueme
PEKOMEHJI0BAHHOMN N103bI HE IOCTUTHYT Te€pareBTUYECKHU 3 DeKT.

B KopoTkuX, cpeHeil AIUTENbHOCTH M J0ATOCPOUHBIX MCCIENOBAHUAX C ydacTHeM

IMAaIIMCHTOB C apTepnanLHoﬁ FHHGpTeH3HCﬁ OBL10 [TIOKa3aHo, YTO UHAAIaMu/I;



- HE BJIMACT Ha TIIO0Ka3aTe€JIu JIMIIMIHOIO O6MeHa, B TOM 4YHCJI€ Ha YpPOBECHb
TPUIVIMLIEPHUIOB, XOJIECTCPUHA, JIMIIOIIPOTECHUHOB HU3KOM IIJIOTHOCTH H
JIMIIONPOTEUHOB BBICOKOM IINIOTHOCTH,

- HE BJMACT Ha I0Kas3ateau oOmeHa YIJIEBOAOB, B TOM YMCJIC Yy IMAIUEHTOB C

CaXapHbIM AUabeTOM.

DapmakoKuHemuKka

Bcacuvisanue

BricBoOoauBLIMiics MHAAIaMU OBICTPO M MOJHOCTBIO BCAChIBAETCA B KEJLy I0YHO-
kuuieuHoM tpakte (OKKT). Ilpuem muimy He3HAYMTENBHO yBENIMUMBAET BpeMS
BCAChIBaHMS MHIANAMU/IA, TIPU 3TOM HE OKa3bIBAET BAMSHHA HA MOIHOTY abCopOLMHu.
MaxkcnmarbHas KOHUEHTpalus B I71a3Me KPOBHU JOCTUraeTcs uepes 12 4acoB moce
NpueMa BHYTPb OJIHOKpaTHOM 103bl. IIpu mnoBTOpHBIX mnpuemax KoiaeOaHus
KOHLICHTPALMK MperapaTa B IUIa3M€ KPOBM B IIPOMEXKYTOK MEXIY NpUEMaMH
npenapara CriiaXXuBaroTcs.

IToxazaHusi K NPUMEHEHH IO

ApTrepuaibHas TUIIEPTEH3Us y B3POCIIBIX.

IIpornBonokazanus

- IloBbIleHHAs YyBCTBUTENIBHOCTh K aKTUBHOMY BELIECTBY, APYTHM [POU3BOIHBIM
cyibpoHamMuia WM K JI060MYy K3 BCIIOMOraTelbHBIX BEIIECTB (CM. pasjen
«CocraBy).

- Tsbxenast oveyHas HEOCTATOYHOCTH (KIMPEHC KpeaTHHUHA MeHee 30 Mi1/MuH).

- Tsbkenast neyeHouHas HeI0CTATOYHOCTD WM [IEYEHOUHAS SHIE(ATONATHS.

- 'unokanuemus.

B cBa3u ¢ TeM, 4TO B cocTaB mpemapaTa BXOAMT JaKTo3a, MHganmamMug He
PEKOMEHIYEeTCA IaUMEeHTaM C HENEPEHOCHMOCTBIO JIAKTO3bl, TallaKTO3eMUEit,
TJTI0K030-TaJIakTO3HOM ManbabcopOiuei.

C 0cTOpOKHOCTBIO



IIpumenenure npu 6epeMeHHOCTH U B IEPHO/ IPYJHOI0 BCKAPMJ/IMBAHHS
bepemennocmo

B Hacrosiiuii MOMEHT HET I0CTATOYHOTO KOJNMYECTBA JAHHBIX O NPUMEHEHHH
MHJIanaMu/1a Bo Bpems 6epemeHHocTH (onucano meHee 300 ciryyaes).

JlrenbHoe NpUMEHEHMe THA3MIHBIX JUypeTHKoB B III TpumecTpe GepeMeHHOCTH
MOXXET BBI3BIBATH TMIIOBOJIEMUIO Y MAar€py M CHIKEHME MAaTOYHO-ILIALEHTapHOIO
KPOBOTOKA, YTO NPUBOAMT K ()ETOIUIALIEHTAPHON MINEMHUHM M 3aJEpPiKKE DPa3BUTUSA
Io/a.

B uccienoBaHusX Ha JKMBOTHBIX He OBUIO BBISBICHO MPSMOIO WM HENPSMOro
BO3/IEHCTBUA Ha OEPEMEHHOCTb.

Crenyer uzberaTh npyMeHEHHs HHIANAMK/IA BO BpeMs GEpeMEHHOCTH.

ITepuoo zpyonozo eckapmauearus

HeunssecTHo, BbIIEIACTCS 1M MHAANIAMU/L WK €r0 METaGOJIUTEl C IPYAHBIM MOJOKOM.
Y HOBOPOJKAEHHOTO IPH 3TOM MOXKET Pa3BUTHCS IOBBIIIEHHAS UYBCTBUTEIBHOCTD K
NPOU3BOAHBIM CyJIbpOHAMUIA M THIOKAIMEMMS. B CBA3M C 3TUM, pHCK I
HOBOPOXKIEHHOI0/M/IaleHIla He MOKET OBITh HCKIOYeH. MHpanamup 6uM30K K
THA3UIHBIM JHYPETUKAaM, IIPUEM KOTOPBIX BBI3BIBAET YMEHBIIEHHE KOJIMYECTBA
TPy AHOTO MOJIOKA WJIM JaXKe MOJaBICHUE JIAKTALMH.

He cieyer npuMeHaTh MHAANAMU/ B IEPHO/ IPYAHOTO BCKAPMITMBAHHSL.
Depmunvrocmo

B NOKIMHMYECKMX HCCIENOBAHMSIX ObLIO MOKA3aHO OTCYTCTBME BO3IEHCTBUS Ha
PeIpOYKTUBHYIO QYHKIHIO y KpbIc 060ero moua. IIpeanonoxuTenbHo BIUSIHIE Ha

(GepTUIBHOCTB y Ye0BeKa OTCYTCTBYET.

Cnoco6 npuMeHeHHUs U 103b1
IIpumensiercst BHy Tpb 1o 1 TabeTke B CyTKH, XKeNaTeIbHO yTPOM; TabIeTKy ClemyeT

NIPOIJIaTeIBATh LICJIMKOM, HE pa3 KeBbIBasi, 3allMBas BOJOM.



[Ipyu nedyenny mnauMeHTOB C apTepUANbHON TMIEpTEH3Mel yBEIMYEHHE J03bI
npenapata HE INPUBOIUT K YBEIUYEHUIO AHTUTMIIEPTEH3UBHOIO JEHCTBHUS, HO
YCHIIMBAET Uy PeTUYECKuUit 3 pekT.

Ocobvie epynnot nayuenmog

[Tayuenmor ¢ noueunoti nedocmamournocmoio (cm. pazdenst «I[Ipomusonokazanusny u
«Ocobvle ykazanusy).

MupanamMu nmpoTUBOIOKA3aH MAlMEHTaM C TSKENO0H MOYEUHOM HEJ0CTATOYHOCTHIO
(KK menee 30 mu/mun). Tuasuansie u THasnaonogoGHble AMYPeTHKN S(bdeKTHBHbI
TOJIBKO y NAIMEHTOB ¢ HOPMaJbHOU (DYHKIMEN MOYEK MM C HE3HAYUTEIHHBIMHU ee
HapyLIEHUSAMHU.

Ilayuernmol ¢ neuenounoii nedocmamounocmoio (cm. pazdenvt «IIpomusonokazanusy
u «Ocobvle ykazanusy).

IIpenapar nmpoTHBONOKa3aH MaLMEHTaM ¢ TSKEIOM T0YeUHON He0CTaTOUHOCTRIO.
Toorcunvie nayuenmot (cm. pazoden «Ocobwie ykazanusny)

Y NOXWIBIX MALMEHTOB CJEAYeT KOHTPOJIMPOBATH IUIA3MEHHYIO KOHIEHTPALIMIO
KpeaTUHMHA C YYETOM BO3pacTa, MacChl Teia U IoJia.

[Ipenapar Wumanamun B mose 1,5 mr/cytku (1 TabiaeTka) MOXKHO Ha3HAyaTh
MOXMIIBIM TALIMEHTaM € HOPMaJbHOM WJIM HE3HAUMTEIbHO HapyIUICHHOH (yHKUMeH
nouek (cM. «IIpoTuBonokazanus»).

Hemu u noopocmku 0o 18 nem

B Hacrosiliee Bpems HET JaHHBIX 1O 6e30MacHOCTH U 3(GHEKTUBHOCTH NPHMEHEHHS

npenaparta MHganamun y aereii v oapocTKOB.

ITo6o4uHoOe feiicTBHE

Haubonee yacTeIMM HeXeTaTeTbHBIMU PEAKIMAMH, O KOTOPBIX COOOILIANOCH, ObLIN
peakiuy TOBBIICHHOM YyBCTBUTEIBLHOCTH, B OCHOBHOM J€PMATOJOTMYECKHE, Y
NalMeHTOB C TMPEIPAcIONOKEHHOCTBIO K a/UIEPrMYeCKUM M aCTMAaTHUYECKUM

PCaKLMAM, a TAKXKE MaKYJI0-I1alyJje3Has Cbllb.



B KIMHMYECKMX HCCIIENOBAHUAX TMIOKaaMeMus (KOHLEHTpalus Kaiaus MeHee 3,4
MMOJIb/1) Habmonanack y 10 % nauueHTOB, a KOHLEHTpalus Kaaus MeHee 3,2
MMOJIB/11 Habmoaanack y 4% NauneHToB yepe3 4-6 He/lellb 0C/Ie Hayaa TepanuH.
[Tocne 12 Henens Tepanuu cpejiHee CHIKEHHE KOHIIEHTPALMM Kajus B IUIA3ME
cocraniisiiio 0,23 MMOJIB/II.

BojbIIMHCTBO — HEXeaTeNnbHBIX — peakiuid

(rabopaTopHble M KIMHUYECKHE

T10Ka3aTe/I1) HOCAT /10303aBUCUMBII XapakTep.

Cnucok HexKe/1aTeJbHbIX PeaKUHil IpUBeJeH B Ta0 1Hlle

Yacrora mOOOYHBIX peakUMil, KOTOpble OBLIM OTMEYEHBI BO BpeMs Tepamuu
MH/IallaMU/IOM TIPUBEJIEHA B BUJE CIIEAYIOLIEH rpajauuu: oueHs yacto (> 1/10); gacro
(= 1/100, < 1/10); newacro (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000); oyeHb
peako (< 1/10000); HeyTOYHEHHO# YacTOTHI (4ACTOTA HE MOYKET OBITH MOACUYUTAHA T10

AOCTYIIHBIM ,HaHHBIM) S

MedDRA  Knaccet  u | HexxenatensHbie peakiun | Yacrora

CHUCTEMBI OPIraHOB

Hapywienuss co CTOpOHBI
KpOBM M JUMdaTudeckoit

CUCTCMBI

ArpaHya0UuTO3

Ouens penko

AnacTuyeckas aHeMus

OueHsp peako

['eMonuTHUeCcKas aHeMUs

OueHb peako

Jleitkonenus OueHb peako
TpombouuroneHus Ouensb peako
Hapymenus co croponsl | ['unepkanbipeMus Ouens penko

oOMeHa BEILIECTB U

IMUTaHUA

CHkeHue KOHIOCHTpaUXu
KaJ'II/UI )51 pa3BUTHUC
THITIOKaJINEMUH, 0COOEHHO
3HAYUMOC JJIA IallMCHTOB,
OTHOCALIUXCA K TIpyne

puCKa (eMm. paszen

Yacrora HeM3BECTHA




«Oco0ble yKazaHus»)

['unonarpuemus (cm. | HacroTa HeusBecTHa
pazjen «Ocobbie
yKa3aHus»)
Hapymenus co cropousl | Bepruro Penxo
HEPBHOM CHUCTEMBI IloBbilIEHHAS Penaxo
YTOMJIIEMOCTD
I"onoBHas 60:1b Penxo
[TapecTesun Penxo
O6mopok YacroTa Heu3BecTHa
Hapymenus co cropons! | Muomnus Yacrora Heu3BecTHa
oprasa 3peHus Heuetkoe 3penune YacTtora Heu3BecTHa
Hapyuienue 3penus YacroTa HeU3BeCTHA
Hapymenus co cTopoHsl | ApUT™MuUs OueHp peako
cepaua Taxuxapaus Tuna | Yacrora HeM3BECTHA

«IUpYIT»  (MOTEHIMATBHO

C JICTAJIBHBIM  HCXOJIOM)

(em.  pazpensr  «Ocobble
yKa3zaHUs» H
«B3aumopeiictBue Cc

APYTUMHU JI€KapCTBEHHBIMU

CPEACTBAMUY)

Hapymenus co cTopoHs

COCY/IOB

[Tomxenue

apTEpUaAJIBbHOI0 AaBJICHUS

Ouenb penko

Hapymenuss co cTopoHbI
JKEJIY JOUYHO-KUILIEYHOT O

TpakTa

PBora Heuacto
TourHora Penxo
3amnop Penko




CyxocTb BO pTY

Penko

[Tankpeatur Ouensb peako

Hapymenust co cropoust | Hapymenue GyHnkuun | OueHs peako

[IEYEHU U | IIEYEHU

KEJTYCBBIBOAAIIMX ITyTel | Bo3aMoxkHO pasButue | YacTora HemsBecTHas (cM.
NEYEHOYHOM pasaessl
sHUedanonatuu B ciydae | «[IpoTuBONOKa3aHUs» U

[IEYEHOYHOM
HEI0CTaTOYHOCTHU (c™.
paszielibl
«I[IpotuBonokazanusty  u

«Ocobb1e yKazaHus»)

«Ocobble ykazaHus»)

['enatut Yacrora Heu3BecTHa
Hapywenus co croponsl | Peakuuu NOBBILIEHHOM | YacTo
KOXXH M IIOAKOXHBIX | YYBCTBUTEILHOCTH
TKaHeu Makyno-naryne3nas ceinp | Yacto
[Typmypa Heuacto
AHIMOHEBPOTHYECKHIA Ouens penko
OTeK
KpanusHuna Ouens peako
Toxkcuueckuit Ouenp peako

SMHUAEPMAJIbHBIA HEKPOJIU3

Cunppom CtuBena- | OuyeHp pesko
JI)xoHCcOHa
Bo3moxuo obocrpenue | YacTora HEM3BECTHA

yXKE HMMEIOLIECs OCTpoit

CHCTEMHOM KpacHOM




BOJIYaHKH

D0oTOUY BCTBUTE/IBHOCTD YacroTa Heu3BecTHa
(eMm.  pasmen  «OcoGble
yKa3aHus» )
Hapywenus co croponsl | [Toyeunas Ouens peako
II0YEK ¥ MOYEBBIBOAALIMX | HEOCTATOYHOCTD
Iy Tei
Orxnonenne ot HopMsbl | YaiuHenue untepsana QT | Yacrora HemsBecTHa
11ab0paTOpPHBIX Ha OKI' (cm. paspens
roxasaresein 1 | «BzaumoneictBue c
pe3ybTaToB APYTUMHU JIEKaPCTBEHHBIMU
obcnenoBaHmi cpeactBamu» U «Ocobbie

yKa3aHus»)

IToBeIIIEHUE
KOHLIEHTPALUU TJIIOKO3bl B
(cM.

KpOBH paszaen

«Ocobbie yKazaHus»)

YacroTa HeM3BeCTHA

[ToBeIlIEHHE
KOHLIEHTpAllMd  MOYEBOM
KACIOTB  (cM.  paszjaen

«Oco0ble yKazaHus»)

Yacrora HEu3BeCTHA

[ToBeIIIEHME
KOHLIEHTpalu1

NIEYEHOYHBIX (PEPMEHTOB

Yacrora HeM3BECTHA

Ilepeno3supoBka




BsaumopeiicTBue ¢ 1pyruMu JleKapcTBEHHBIMH CpeCTBAMH

Hesxcenamenvnoe couemanue nexkapcmeennvix éeujecme

- [Ipenapamur numus.:

IIpn oiHOBpEMEHHOM NPUMEHEHNH MHIAMAMKAA M NPENapaToB JIUTUS, TAKKE KAK K
nmpu - cobmoaeHur  6ecconeBOod  AMEThI, MOXKET HaOMIOAaThCS  TOBBILIEHUE
KOHLCHTPAUMK JIMTHA B IUIa3ME KPOBU BCIENCTBUE CHIDKEHHMS €ro JKCKpELMH,
CONpPOBOKIAIOIEECS OSBICHUEM IIPU3HAKOB MEPea03UpOBKU. [Ipn HEOOX0MMMOCTH
AUy pPETUIECKUE TPENapaTbl MOTYT ObITh MCIIOJIb30BAHBI B COUETAHUM C IpernapaTaMu
JIMTHSA, IIPYA 3TOM CJIely €T TIIATeJIbHO KOHTPOIUPOBATh COACpPIKaHUE JUTHS B IU1a3Me
KPOBU U COOTBETCTBYIOIIMM 00pa3oM noadupars 103y mpernapara.

Couemanue npenapamos, mpebyiouiee 0co6020 6HUMAHUA

- [Ipenapamei, cnocobuble 8bi3bi6ams apummuio muna “nupysm’:

® aHTHAapUTMUYECKHUEe mpenapathl A kinacca (XMHUAMH, TUIPOXMHM/IMH,
JM30IMpaMun);

® aHTHapuTMuueckue npemnapatsl III k1acca (amuonapoH, coranosn, K0GeTUIN,
ulbyTHInm);

® HEKOTOpbIE HEUPOJENTUKU: (EHOTHA3UHBI (XJOPNPOMa3suH, LHaMEMa3uH,
JIEBONPOMA3MH, THOPHUAA3UH, TpUdTOprepasuH), OGeH3aMuabl (aMHUCYIBIPHUL,
CyJbIIpUA,  CyJBTONPHA,  THANpua),  OyTUpodeHOHBI  (APOHEPHIOI,
rajIonepua0);

* Jpyrue: Oenpuuui, Uu3anpui, aAudemMan, SpuTpoMuLiiH (B/B), ranohaHTpuH,
MM30JIaCTHH, IE€HTAMUIWH, crap@rokcaluH, MOKCHGIOKCALUH, acTEMH30I,
BUHKaMUH (B/B).

YBenMueHne pUCKa JKETyI0UKOBBIX apUTMHI, 0OCOOEHHO apUTMUM TUIA “NIUPYIT”

(axTop pucka — runoKajsreMus).

Crnenyer ompenenuTh KOHLUEHTPALMIO Kalus B IUIA3M€ KPOBU M, IIPH

HEOOXOZMMOCTH, KOPPEKTUPOBATh €ro 0 Hayana KOMOMHHMPOBAHHOH Tepanmuu

MHJAIlaMUIOM M YKa3aHHBIMM BBILIC IIperapaTaMu. Heo6xoaum KOHTPOJIb
10






