OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
[Textpon, 40 mr, TaGneTku € HPOJOHTMPOBAHHBIM BBICBOOOXKICHHEM, MOKPBHIThIE IICHOYHOMN

000JI0YKOH

2. KAUECTBEHHbIA U KOJIMYECTBEHHBIN COCTAB
JleiicTByro111€€ BEIIECTBO: U30COPOHIa MOHOHUTPAT.
Kaxxnas tabnerka comepxut 40 Mr nuzocopOua MOHOHUTpATA.
BcnomorarenpHbie BeliecTBa, HaTUYUE KOTOPBIX HAJO0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara; JakTo3bl MOHOTHIpaT (cM. pasaen 4.3., 4.4.).

ITonnbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabneTku ¢ MPOJTOHTUPOBAHHBIM BBICBOOOKICHUEM, TTIOKPHITHIE TFICHOYHON 000JI0UKOIA.
Kpyrible, ciaerka 1BOsSIKOBBITYKJIbIE TA0JIETKH, TOKPHITHIE IIEHOUYHOW 000104KOl OT Gesoro a0
0e0ro co clerka >KeJITOBaTbIM OTTEHKOM LIBETa, C TPABUPOBKOM Ha OJHOM CTOpPOHE TabJeTKH
«IM 40», ¢ BO3MOKHBIMH BKparIeHUSIMHU.
Bun Ha u3nome: sxentoBaTo-0enas IepoxoBaTas Macca ¢ OEIbIMU BKPAIUIEHUSIMH C IIJIEHOYHOM

000JI04KOH 0T 0€JI0ro 10 OEJIOr0 CO CIIErKa KEITOBATHIM OTTEHKOM I(BETA.

4. KIMHUYECKUE JAHHBIE
4.1. IlokazaHusl K NPUMEHEHHUIO
[Tpenapart IIekTpos nmokazaH K IPUMEHEHUIO Y B3POCIIbIX.

e Hmemnueckas Oone3np cepaua (MBC): mnpodunaktuka MNpUCTYNOB CTaOWIBHOM
CTEHOKap1H, B TOM YHCIIE TIOCIIEe IEPEHECEHHOTo NH(papKTa MHOKap/a.

e Xponuyeckas cepaeuHas HenoctarouHocTh (XCH): B kadecTBe JOMOJIHUTENBbHOM
CUMIITOMAaTUYECKOM Tepalud B COYETAaHUU C CEPACYHBIMHM TJIMKO3UAAMHU W/WIH
JMYPETUKAaMU TPH UX HEAOCTATOUHOM 3 (PEKTUBHOCTH.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHUA

PexuMm no3upoBanus

Jloza mpemaparta M KpaTHOCTb NpHEMa YCTaHABIMBAETCS WHIMBHIYaJbHO B 3aBUCUMOCTH OT
TshkecTH 3a0oneBanusa. CreyeT HazHauaTh HaMMEHbIIYIO0 3(dekTuBHy0 103y H30copOuaa
MOHOHHUTpaTa. JITUTENbHOCTh JIEYCHHUS OImpenensercs BpadyoM. Hemb3s mpekpamarbh Hpuem

npenapata. [Ipy HEOOXOAMMOCTH OTMEHBI IpemapaTa /103y M KpaTHOCTh INpUeMa CleAyeT
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YMEHbIIIATh MTOCTETIEHHO.

UBC: npogunaxmuxa npucmynog cmabuibHol cmeHOKapouu

Havanenas no3a — 1 Tabnetka (40 Mr) oguH pa3 B CyTKH, YTPOM.

B ciyyae HOUHBIX IPUCTYIIOB CTEHOKAPAUU TabJIETKY CleayeT MPUHUMATh BEUEPOM.

B 3aBHCHMOCTH OT BBIpQXKEHHOCTH KIMHHYECKOro 3ddekra ¢ 3-5 nHs Tepanuu pa3zoBy0 A03Y
MO>KHO yBennuuBath 10 80 Mr B cyTkH (0 | TabyieTke aBa paza B CyTKH).

[TanenTtam, paHee He MOJYYaBIIUM HHUTPATHI S MPO(UIAKTUKA MPUCTYIOB CTEHOKApIHH,
1e1eco00pa3Ho HauYMHATh TEPAIUIO0 C Ha3HAUYEHHUs U30copOuaa MOHOHHUTpaTa B 1o3e 10 mr 1 pa3
B CyTKH B T€UCHHE 2 JHEH, 3aTeM 2 win 3 paza B CyTKU B TeueHue 2-3 qHel. J{ins obecneueHus
YKa3aHHOTO PEXHMMa JO03MPOBAaHUS CIeIyeT HazHauaTh Mperaparbl n30copOra MOHOHUTpATa B
JeKapcTBeHHOH opme «radietku 10 Mry» mim «tabnaeTku 20 Mr» ¢ pa3ae/uTeIbHON PHCKOM.
MaxkcuManbHasi CyTOYHasi J03a Mpenapara NpU J€UYeHWH CTeHOKapAuu coctaBiseT 120 mr
(1 Tabnerka 40 mr 3 pasa B CyTKH).

XpoHuueckas cepoeynas HeOOCMamoyHoCms

[Tpu XCH pexomenmyemas 103a ©30copOuIa MOHOHHTpATa cocTaiser 20 MT JiBa WIH TPU pasa
B CyTKH B 3aBHUCHMOCTH OT HMHIUBUIYaJbHOTO OTBETa MAaIlMeHTa Ha JieueHue. ONTUMAIbHYIO
JMO3UPOBKY  Mpemapara MNPEANOYTUTEIBHO  OMNPEAeNsiTh  IMOCPEACTBOM  HEMPEPBIBHOTO
MOHMTOPHHTA TEMOIMHAMUKH.

Jns obecriedeHHsl yKa3aHHOTO peXuMa JO3UPOBAaHUS PEKOMEHIYETCS Ha3HadaTh Ipernaparhbl
nu3ocopOuIa MOHOHUTpATAa B JIEKapCTBEHHOU dopMme «Tabmetku 20 Mr» u «rabnetku 40 mr»,
MMEIOLINE Pa3JEIUTEIbHYIO PUCKY.

[Tpumenenue uzocopbuna MoHonupara npu XCH He sBnsercs oOs3aTeiabHbIM U JOJHKHO
paccMaTpuBaThCs TOJIBKO KakK JOMOJIHUTENbHAsI CUMIITOMAaTHYecKas Tepamnus B COUYETaHUH CO
CTaHJapPTHBIM JICYCHUEM CEPACYHON HEAOCTATOYHOCTH (HANpPUMEp, CEPACUYHBIMHU TIIMKO3HIaMHU
W/WIIN TWypeTUKaMHM) TIPH €ro HelocTaTOYHOH 3¢ dekTuBHOCTH.

Oco0ble TPVIIILI TAIMEHTOB

Tlayuenmul nodxxcunoco 6o3pacma

Koppekuust pexxuma go3upoBaHusi He TpeOyercs. OHAKO cieayeT coOoaTh OCTOPOKHOCTh
pyu MPUMEHEHUH TIperapara, Tak KakK MaldeHThl MOXKHUIOTO Bo3pacTta 0ojiee BOCTIPUUMYHMBEI K
BO3/ICHCTBHUIO TUITOTEH3UBHBIX MPENapaToB.

Tlayuenmul ¢ napywenuem ynKyuu novex

Koppekuus pexxuma 103MpoBaHus He TpeOyeTcs.

Tayuenmoi ¢ HapyweHuem yHKyuu nevyeHu

Koppekuust pexxuma 103upoBaHus He TpeOyeTcsl.

€TH



be3onacHocTh 1 3 PeKTUBHOCTh M30COPOMIa MOHOHUTpPATA y JIeTeH HE yCTaHOBJICHBI. J|aHHbBIE
OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

BayTtps. TabneTku ciemyeT NpuHUMATh IIEIMKOM, 3alluBas BOAOH 3a 1 Jac 1o wim vepe3 2 Jaca
nocse eapl. TabaeTKu Henb3s pa3KeBbIBaTh.
4.3. IIpoTuBONOKA3aHUS

e [ UNepuYyBCTBUTEIBHOCTh K HM30COpOMIAa MOHOHHMTpATy WIM K JIOOOMYy U3
BCIIOMOTATENbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3zaene 6.1.

e [unep4yBCTBUTEIBHOCTD K JPYTUM HUTPOCOEAUHEHUSM.

o Tskenas aprepuaibHas TUIOTCH3Us (CHUCTOJIMUECKas aprepuainbHoe nasieHue (AJ])
Hke 90 MM pT. CT.).

e Tspkenas TMIIOBOJIEMUS.

e Ocrtpas cepaeuHas HeIOCTATOUYHOCTH (IIIOK, COCYAMCTHINA KOJUIATC).

e KapaMOoreHHbIl IIOK, €CIM HEBO3MOXKHA KOPPEKLUS KOHEYHOIO JUACTOJIMYECKOTO
JIABJICHUS]  JIEBOTO  JKEJIyJI0YKa C  IOMOINBIO  BHYTPHAOPTAJIbHON  OajsIOHHOM
KOHTPITYJIbCALlUM WM IYTEM I[PUMEHEHHS JIEKapCTBEHHBIX CPEJICTB, OKa3bIBAIOLIUX
MOJIOKUTEIBHOE HHOTPOITHOE JIEHCTBUE.

e Tsokenplii aopTaMbHBI W/MIM TSDKENbIM MUTpPalbHBI CTEHO3, TrunepTpoduueckas
oOctpyktuBHas kapauomuonatus ('OKMII).

e TamnoHazga cepaua.

e KOHCTPUKTHUBHBIN NEPUKAPIHNT.

e TOKCHYECKMI OTEK JIETKHX.

e Tspkenas aHemusl.

e OmHOBpEeMEHHOE TMpPUMEHEHHe ¢ uHruoutopamu (ochoauscrepaspi-5 (DJ3-5)
(cunnenadun, Bapaenadui, Taganadpun) (cM. pasaen 4.5.).

e OpHOBpeMEHHOE MPUMEHEHHE CTHUMYJSTOPOB PAaCTBOPUMOM T'yaHMJIATLUKIIA3bI (TaKuX,
KakK pronuryar) (cMm. paszuen 4.5.).

e [lepuoa rpyaHoro BckapmianBaHus (cM. pasnen 4.6.).

e Bo3spacr 1o 18 et (3¢ pexTuBHOCTS U 6€30MACHOCTH HE YCTAHOBJICHBI).

e Penko BceTpewaromiasicss HAacHIEACTBEHHAs HENEPEeHOCHMMOCTh TalaKTO3bl, Je(QUIHT
JaKTa3bl, MITIOK030-TATaKTO3Has MajbabcopOoLus.

4.4. OcoOble ykazaHusl M Mepbl PEI0CTOPOKHOCTH IPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

ApTtepuanbHas THIOTEH3Us, CKJIOHHOCTb K OPTOCTAaTUYECKHUM HapyUICHHUSIM COCYIUCTON
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pEryJIsIMM, HU3KOE J[aBJICHUE HAMOJHEHHUs JIEBOTO MelyJouka (HampuMmep, MpH OCTPOM
uHpapKTe  MHOKapja), AaopTalbHbIl  W/WIM  MHUTPAJIBHBIA  CTEHO3,  3aboyieBaHMUS,
CONPOBOKAAIOIIMECS  IOBBILIEHMEM  BHYTPUYEPENIHOIO  JAaBJieHUs (B TOM  4YHCIe
reMOpparu4eckuii MHCYJbT, YEPElHO-MO3roBas TpaBMa), 3aKphITOYrOJIbHas IJIayKoMa (pUCK
IOBBIIIEHUS] BHYTPUIJIA3HOIO JIABJIEHUs), IOYEYHAs HEIOCTaTOYHOCTb TSKEJIOW CTENeHH,
NCUYCHOYHAss HEJOCTATOYHOCTh (PUCK pPa3BUTHSI METTeMOTJIOOMHEMHUH), THUPEOTOKCHKO3,
THIIOTHPEO03, HETMOIHOIIEHHOE TUTaHNE, O0EPEMEHHOCTb, TIOKHUIIONW BO3PACT.

ITpenapat IlexTpon HENb3sl IPUMEHATH Ul KYyNIUPOBAHMS NPUCTYIIOB CTCHOKAPJAUHU U JICYCHUS
ocTporo uHpapkTa Muokapza!

Henb3st pesko mpekpamare Jsiedenue mpernaparoMm Ilekrpon. Ilpu HE0OOXOTUMOCTH OTMEHBI
mpenapara 703y M KpaTHOCTb IpUEMa CIEAyeT YMEHbLIaTh IIOCTENIEHHO, YTOOBI H30€XaTh
pa3BUTHA CUHAPOMA «OTMEHBI.

Apmepuanvras 2unomen3us

N3ocopbuna MOHOHMUTpAT, Aak€ B HEOOJBIIMX J03aX, MOXET BbI3bIBATh OPTOCTATHUYECKYIO
TUIIOTEH3UI0 U OOMOPOKM Yy HEKOTOpPbIX HalMeHTOB. CHUMOTOMBI OCTPOM HEZOCTaTOYHOCTU
KpOBOOOpaIeHUs (COCYAUCTBIN KOJUIAIIC) MOTYT BO3HUKATH I10CJIE NIEPBOIO MpUEMa Ipenapara,
0COOEHHO Yy MAIMEeHTOB C JIAOMJILHON T'eMOJUHAMUKON. ApTepHuanabHas I'MIIOTEH3Us, BbI3BaHHAS
IPUEMOM H30COpOUAa MOHOHUTPATA, MOKET COIPOBOXKAATHCS MapaJoKCAIbHON Opagukapauen
U YTSDKEJIIEHUEM CTEHOKAPIUH.

B nepuoa tepanuu Heo6xoauM KOHTpoiab AJl M 4acTOTHI cepAeUHbIX coKpamieHui. [1aruenTs ¢
BBICOKUM PHCKOM Pa3BUTHUS apTepUabHOW THMIOTEH3UM (Hampumep, NMpU CHWKEHHH o0bema
HUPKYyJIUpyIolell KpoBU Ha (oHE Tepanuu JUypeTUKAMHU WM TAlHUEHThl C HU3KUM
auacToianueckuM AJl) MOMKHBI HAXOAWUTHCS MOJ MPUCTAIBHBIM HAOMIOJAEHUEM U HYKIAIOTCS B
VHAVBHUAYAJIBHON KOPPEKLIMH 10361 IIpenapara.

Tonepanmnocmo

[Ipy nAUTENTPHOM TNPUMEHEHMHM H30COpOMAa MOHOHUTpaTa, OCOOEHHO B BBICOKMX J03aX,
BO3MOXHO pa3BuTHE TOJIEPAHTHOCTH, KOoTopas MPOSBIIETCS YMEHbILIEHUEM
IPOJIOJDKUTEIPHOCTH U BBIPAKEHHOCTH JEHCTBHS M HEOOXOJUMOCTBIO TOBBIIICHUS 03B
npenapara Ui JIOCTHXKEHHs TepaneBTudyeckoro s¢¢ekra. Ilocme mnepepbiBa B JIeUEHUU
YYBCTBUTEJILHOCTh K HUTPaTaM BOCCTAHABIIMBAETCSI.

B cnywyae pa3BuTHsA TOJNEPAaHTHOCTH DPEKOMEHAyeTcs oTMeHa mpemnaparta [lektpon Ha 24-
48 yacoB. /I mpenoTBpalleHUs] Pa3BUTHUS TOJEPAHTHOCTH CIENyeT HMPUMEHSTHh Ipernapar B
HaMEHbIINX 3P (PEKTUBHBIX J103aX, W30eraTh mpruema mpenapara B BBICOKHX J103aX B TEUCHHE

JUTEeNbHOr0 mnepuoaa BpeMeHH. llocne 3-6 Hemenb peryssipHOrO MpueMa PEKOMEHIYETCs



JlenaTh TepepsiB Ha 3-5 AHEW, 3aMEHMB Ha ATO Bpemsi mpueM mnpenaparta [lektpon apyrumu
AHTUAHTUHATBHBIMU CPEACTBAMH.

T'unoxcemus

Y nanMeHToB € albBEOJSPHONW TUIOBEHTWISLMEW NpU NPUMEHEHWHW HUTPATOB (BKIIOYas
u3ocopOua MOHOHHUTPAT) MOXKET BO3HUKATh BA30KOHCTPUKILHMSA B IUIOXO BEHTUIUPYEMBIX
y4acTKax JIETKUX W TMEPECHANPaBICHHE KPOBOTOKA B HOPMAJIBHO BEHTWIMPYEMbBIE YUYACTKU
nerkux (penomen Ditnepa-Jlmnbectpanna). [locnennuii MokeT BO3HUKATH MPHU 3a00JICBaHUIX
JIETKHX, a TaKXKe y MalMeHTOB CO CTEHOKapAuel, MHPApKTOM MHOKapAa U UIIEMHEH rOJOBHOTO
mo3ra. Cocynopaciupsitolee IeiHCTBUE MpernapaTta MOXKET MPUBOAUTH K IepepacrpeeseHUI0
KPOBOTOKa B THIIOBEHTHJINPYEMBIC AallbBEOJSIPHBIC CETMEHThI WM Pa3BUTHIO apTepUaIbHOU
TUTIOKCEMHH. JTO MOXKET SIBUTHCS ITyCKOBBIM MEXaHH3MOM HIlleMuH y manueHToB ¢ MBC.
Ilpouee

[Ipu mepeBoje mManMeHTa € Tepanuud H30cOpOMIa OUHUTPATOM HaA TEpamuio H3ocopouaa
MOHOHHUTPATOM O0II[asi CyTOYHas J03a J0JDKHA ObITh paccunTaHa 3apanee. M3ectHo, uro 10 mr
n30copOuia MOHOHUTpATa COOTBETCTBYIOT 20 MI U30copOua TMHUTpATA.

B nepuon neuenus npenaparom [lekTposn ciaenyeT HCKIIOUUTh yIOTpeOIeHHe aJKoros (Tak Kak
3TaHOJ MOTEHIUPYET AHTUTHIIEPTEH3UBHOE JIEHCTBUE H30COPOUIa MOHOHUTPATA).

BcrnoMmorarensHble BellecTBa

[Ipenapar IlekTpos comep uT JIakTo3bl MOHOruapar. [larmeHTtam ¢ penKko BCTPEYAIOMIMMUCS
HacCJIeJICTBEHHBIMU 3a00/1€BaHUSIMH, TaKUMH Kak HENEPEHOCUMOCTh rajakTo3bl,
HEMEPEHOCHUMOCTh  JIAKTO3bl BCIEACTBHE JedUIUTa JIaKTa3bl WM CHHIPOM TIIFOKO30-
raJlakTO3HOM MaJibabcopOLMy, HE clieAyeT MPUHUMATh IaHHbIH JIEKApCTBEHHBIN Ipernapar.

4.5. B3anMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM TMpenapaTramMu W JApyrue BH/bI
B3aUMO/IeHCTBU A

[IpoTnBONOKa3aHHEIE KOMOUHAIIUN

Hneubumopol pocghoouscmepasvi-5 (@/[3-5)

bouto moxazano, uro wuHruOutopel ®JI3-5, npumeHsemble U JIEYEHUS APEKTUIBLHOU
mucyHKIUM (Takue Kak cuiaeHadwi, BapaeHadui, Tananadui, yaeHadwui) MOTEHIUPYIOT
AQHTUTUIIEPTEH3UBHBIN YPPEKT AOHATOPOB OKCHAA a30Ta (BKJIIOYAs M30COpPOMIa MOHOHUTPAT).
OTO MOKET NPUBECTU K YIPOKAIOIIEH KU3HU apTepUaIbHOM THUNOTEH3WH. B CBI3M ¢ 3TUM
OJIHOBpEMEHHOE NnpuMeHeHue npenapara [lexktpon u narudutopos ®J13-5 nporuBonokasaHo.
Cmumynsamopvl pacmeopumou 2yaHuIamyuxiasvl

OnHOBpeMEHHOE NMPUMEHEHHUE JOHATOPOB OKCHIA a30Ta (BKIOYas M30cOopOMIa MOHOHHUTPAT)
MOXET IOTEHUUPOBaTh AHTUTUIEPTEH3UBHBIH 3(P(EeKT CTUMYIATOPOB  pacTBOPUMOM

TyaHUJIATIMKIA3b! (TAKUX KaK PUOIMTYaT) C pa3BUTHEM TSKEJION apTepuanbHON runoTeH3uu. B
)



CBA3M C OTHUM OJHOBPEMEHHOE TMpuUMeHeHue rmpemnapata IlekTtpon U puouwuryara
IIPOTUBOMNOKA3aHO.

dapmakoarHAMHUYECKOE B3aUMOAEHCTBUE

[Ipy ogHOBpeMEHHOM MPUMEHEHHH H30copOMIa MOHOTHMIpaTa C Ba30AUJIATaATOPAMU,
AHTUIICUXOTHUYECKUMHU CpEeACTBaMH (HEHpOJICNITUKH), TPUILMKINUYECKUMU aHTHJICIIPECCaHTaMH,
MPOKAMHAMHUJIOM,  JTAHOJIOM,  XUHHJMHOM,  OeTa-agpeHoOoKkaTopaMu,  OJoKatopaMu
«MeIIeHHBIX» KanblueBbix kaHanoB (BMKK), uarubutopamu AII®D, aroHucTamMu perentopoB
anruotensuHa Il (APAII), muyperMkamu,  AWTHAPOIPrOTAMHHOM,  aIPOCTAIMIOM,
uaruouTopamu OJ[D-5 (B T. 4. cunnenadwn, BapaeHadw, Tamanaduia) BO3MOKHO YCHIICHUE
AQHTUTUIIEPTEH3UBHOTO JICHCTBUSI.

B cBiM3M ¢ TOTEHIMPOBAHWEM AHTHTUIEPTCH3MBHOTO A(QeKTa MPOTUBONOKA3AHO
OJIHOBPEMEHHOE TpuMeHeHue uHruouTopoB MJ13-5 (cunpenadun, BapaeHadwi, taganadui) ¢
HUTpaTaMu WIH JJoHaTopaMu okcuja azora (NO).

[lpy  OgHOBpEeMEHHOM TNPHUMEHEHUH  HW30COpOHMIa  MOHOHHTpaTa C  aMHOAAPOHOM,
npomnpanoioioMm, BMKK (Bepanamumn, HudenunuH u  Ap.) BO3MOXKHO  yCHJIEHUE
aHTHAHTUHAIBHOTO 3 deKTa.

[Ipy ogHOBpEMEHHOM MPHUMEHEHUU OeTa-aJpeHOMUMETHKOB, alb(ha-aApeHoO0I0KATOPOB
(IMrUApPOIProTaMHUH U Jp.) BO3MOXKHO CHUIKEHHE BBIPRXKEHHOCTH aHTHAHTMHAIBHOTO 3¢ dexTa
(Taxukapnaus, ypesmepHoe cHkeHue AJl).

[Ipy OJHOBpEMEHHOM NPUMEHEHUH C M-XOJMHOOJOKaTopaMu (aTpoNMH M JAp.) BO3pacTaer
BEPOSATHOCTbH MOBBIIIEHUSI BHYTPUTIIA3HOTO AABJICHUS.

[Ipy ODHOBpEeMEHHOM TIPUMEHEHHWH BO3MOXKHO YMEHBIIEHHE TepamneBTudeckoro sddekra
HOpANMHEPpUHA (HOpaIpeHaINHA).

OnHOBpeMEHHOE MpPHMEHEHHE H30COpOMAa MOHOHUTpaTa C PUOLIUTYATOM (CTHUMYJISTOP
pacTBOPUMON TYaHMJIATIIMKIIA3bI) TPOTHBOIIOKA3aHO B CBSI3W C PUCKOM Pa3BUTHSI BBIPAKCHHOM
apTepuaIbHON TMIIOTEH3UU.

[Ipy ogHOBpEeMEHHOM TNPUMEHEHWH BCEX Ba30IMIATUPYIOMIMX CPEICTB, JEHCTBHE KOTOPBIX
CBSI3aHO C OKCHIOM a30Ta, BKJIIOYAs KJIACCHYECKHE OHATOPHl OKCHAa a3oTa (Hampumep,
HUTPOTJIMLEPUH, H30COpOMIA JAUHUTPAT, HM30CcOpOMTAa MOHOHUTPAT, HUTPONPYCCUI HATPHS,
MOJICUJIOMHH) U Jp., C CAaPONTEPHUHOM (KO(EpPMEHTOM CHHTETa3bl OKCHJA a30Ta) MOBBIIIAETCS
PHICK pa3BUTHSI apTePHATHLHON TUTIOTCH3UH.

dapMaKkoKMHETHYECKOE B3aUMOAEHCTBUE

N3ocopOuaa MOHOHUTpPAT MOBBIIIAET KOHLIEHTPALUIO JTUTUAPOIPTOTAMUHA B IUIa3Me KPOBU H

MOKCT YCUJIIMBATH €ro TUICpPTCH3NBHOC I[CﬁCTBHG.



AJICOpOEHTHI, BSOKYIIME W OOBOJIAKMBAIOIIUE CPEICTBA YMEHBIIIAIOT BCACBHIBAHUE HM30COpOHIA
MOHOHHMTpATa B JkenyaouHo-kummednom tpakre (JKKT).

BapOutypatbl yckopsitoT OuoTpaHCHOpPMALMIO W CHWKAIOT KOHIIGHTPAIMIO H30CcOopOuaa
MOHOHUTpATA B IJIa3Me KPOBHU.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Tpemapar [lekTpon He peKOMEHAYETCS MPUHUMATH MPpH OCPEMEHHOCTH, TaK KaK B HACTOSIIEE
BpeMsl HEIOCTaTOYHO JAHHBIX B OTHOUICHUM IIOCJIEICTBUN NpUMEHEHHUs H30copOua
MOHOHUTpaTa y 6epeMeHHBIX. [[puMeHeHne npenapata BO3MOXKHO TOJILKO B TOM Cllydae, KOorja
OKMJaeMasl 1moJb3a JiIsl MaTepy MPEBHIIIACT MOTCHIIMATBHBIA PUCK JIJIS TUIOIa U/UTH peOCHKA.
JlakTanus

HmeroTcst 1aHHBIE, YTO HUTPATHI BBIICTSIOTCS B TPYAHOE MOJIOKO U MOTYT BBI3BIBAaTh Y peOeHKa
MeTreMoriaoOuHeMuto. BennurHa skcKkpenuu u30copOua MOHOHUTpATa B IPYAHOE MOJIOKO HE
WU3y4YCHa, B CBSI3M C YeM NPHUMCHEHHE IIpermapara B MEPHOJ] TPYJHOTO BCKapMIIUBAHUS
NpOTUBOMNOKa3aHo. [lpu HeoOXomMMoOCTH TpUMEHEHHWs Tmpemapata IlekTponm rpyaHOe
BCKapMJIMBAHHE CJIEAYET MPEKPATUTD.

DepTUabHOCTD

JlaHHBIE O BIUSIHAN U30COpOMIa MOHOHUTpATA Ha (EPTHIIBHOCTH OTCYTCTBYIOT.

4.7. Bausinue Ha CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeACTBAMH U padoTaTh C
MeXaHUu3MaMH

B nepuon npumenenus npemnaparta IlekTpona HeoOXoauMo cOOIOaTh OCTOPOKHOCTh MpPHU
yIpaBJIEHUU TPAHCIOPTHBIMU CPEACTBAMHM U MEXAHW3MaMH B CBSI3U C BO3MOXKHOCTBIO PA3BUTHUS
000YHBIX IPPEKTOB (OKA3hIBACT BIUSHHE HA MICUXO(PH3UIECCKHE CIIOCOOHOCTH).

4.8. He:kesnaTesibHbIC peaKIUU

Pesrome nnpoduiast 0e30macHOCTH

[Ipu mpumeHeHHM Mpernapara BO3MOXKHO Pa3BUTHE TOJIEPAHTHOCTH (B T. 4. MEPEKPECTHOM K
IpyruM HATpaTam). JlJis TNpeaoTBpailleHuss pa3BUTHS TOJNEPAHTHOCTH CIEAyeT u30erarsb
HEMPEPBIBHOTO MTPHEMa BBICOKHX J03 U30COpOUIa MOHOHUTpPATA.

[Ipy mpuMeHEeHNUU OpraHMYeCcKUX HUTPATOB ObUIM OTMEYEHBI CIIy4al BBIPAKEHHOT'O CHUKEHUS
AJl, CONMpOBOXIAIOMIETOCS TOUIHOTOW, PBOTOM, OECIOKOMCTBOM, OJIETHOCTBIO KOXKHBIX
MOKPOBOB W  TOBBIIIEHHBIM  MOTOOTAENECHUEM. ApTepHalibHasi THIOTEH3US  MOXET
COTIPOBOXKAATHCS MapaoKcaIbHON OpaguKapauel U yJallieHueM MPUCTYTOB CTEHOKAPIHH.
JlnurenbHOE MpUMEHEHHUE Mpernapara MOKET BBI3bIBATh MPEXOASILYI0 THIIOKCEMUIO BCIIEICTBUE
nepepacrpeeseHnusl KpOBOTOKA B TJIOX0 BEHTUJIMPYEMbIC YUACTKHU JieTKuX. Y nmamueHToB ¢ UbC

9TO MOKCT NPUBOJUTL K PA3BUTHUIO HIICMHUU MHUOKapaa.



Pe3ioMe HexxenaTeIbHbIX PEaKIINI

Bce nexenarensnble peakuuu (HP) pacnpenenensl o cuctemMaMm OpraHoB COIVIACHO NEPEYHIO
cucremHo-oprannoi knaccudukaruu (COK) u gacrore pazsurtus: odeHsb acto (> 1/10), gacto
(ot > 1/100 mo < 1/10), mewyacto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
oueHb peako (< 1/10000), ygacroTa Hew3BeCTHAa (HEBO3MOXHO OIPEICIUTh HAa OCHOBAaHUU
JIOCTYIIHBIX JTAHHBIX ).

Hapywenus co cmoponul HepeHoti cucmemvi:

OUYEHb YaCTO — «HUTPATHAs» TOJIOBHAsS 00JIb;

4acTO — TOJIOBOKPYKEHHUE, CKOBAaHHOCTb, COHJIMBOCTb, CHIKEHHE CHOCOOHOCTH K OBICTPBIM
MICUXUYECKUM U JIBUTATEIHHBIM PEAKIHAM (0OCOOCHHO B HayaJje JICUCHHUs);

PEIKO — UIIIEeMHUsI TOJIOBHOT'O MO3Ta.

Hapywenus co cmoponvl opeana 3penus:

4acTO — HEYETKOCTh 3PCHHUSI.

Hapywenus co cmoponvl cepoya:

4acTO — TaXUKaP/IHS;

PENKO — YCUJIEHHE IPUCTYTIOB CTEHOKApIUH, MapajoKcaabHas Opaaukapus.

Hapywenus co cmoponwl cocyoos:

YacTO — OPTOCTATUYECKask TUTIOTCH3NUS,

HEYaCTO — MPEXO/ISIIasi TUIIePEMUs KOXKHU JIUIA, OUTYIIEHUE )Kapa, BhIpaKeHHOE CHIDKeHHEe A/l.
Kenyoouno-kuuieunvie HapyueHus:

HEYacTO — TOLIHOTA, PBOTA, BO3MOXKHO MOSIBJICHUE OLIYILIEHUS JIETKOTO X KEHHS S3bIKa, CYyXOCTh
CIIU3UCTON 00O0JIOUKH MOJIOCTH PTa;

OYEHb PEJIKO — U3kKora (BCIEACTBUE pacCIadIeHHs KapAHaIbHOTO CPUHKTEPA).

Hapywenus co cmoponwl Kodtcu 1 n0OOKONCHBIX MKAHEL:

HEYaCTO — KOXKHAs ChIlb, KPATUBHUIIA,

O4YeHb peaKo — cuHapom CtuBeHca-/[?)KOHCOHA;

YaCTOTa HEM3BECTHA — aHTHOHEBPOTHUYECKUN OTEK, IKC(POTUATUBHBIN JEPMATHT.

Obwue napywenus u peakyuu 8 Mmecme 68e€0eHUs:

4acTO — aCTEHUSI.

COO6HI€HI/I5I 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0mare 0 M0OA03pPEBAEMBIX HEXKENATEeIbHBIX pPEAKLUUAX MOCIEe pPEerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ [eliblo 00ecTeyeHns HepephIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpemnapara. MeIuIuHCKUM paOOTHHKAM pPEKOMEH]yeTCs

coo01aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKapCTBEHHOTO Ipemnapara



yepe3 HallMOHAJIbHBIE CHUCTEMbI COOOIICHHS O HEXKEIATeNbHBIX PEaKIUSIX rOCylIapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickaa ®eoepayus

109074, MockBa, CnaBsgHCKas IUI01Iab, 1. 4, cTp. 1

®DenepanibHas cityx0a 1o Haa30py B cdepe 31paBoOXpaHeHuUs

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

Anpec 31. mouTsl: pharm@roszdravnadzor.gov.ru

Be6-caiiT: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

BripaxxenHnoe cuukenue AJl ¢ oprocraTnyeckoi BazoauIaTauuen, peuieKTopHas TaxXuKapaus u
rojoBHas 00b. MOXXET MOSBUTHCS C1a0OCTh, TOJOBOKPY)KEHUE, THIIEPEMUST KOXH, TOIIHOTA,
pBOTAa, AHapes.

[Ipu mpueme BbICOKHX 03 (Oosee 20 MI/Kr MacChl Tela) CIEAyeT OXHJAATh TOSBIICHUS
METreMOTJIOOMHEMHH, 1IMaHO3a, JWCIHOD M TaxWIIHO? HU3-32 O00pa3oBaHUs HUTPHUT-HOHOB
BCJIeICTBUE MeTabonu3ma n3ocopOra MOHOHUTpATA.

[Tpu mpueme o4eHb BBICOKHX /103 IperapaTra MOKET MOBBIIIATECA BHYTPUUYEPEITHOE JaBICHUE C
nepebpanbHbIMU  cuMnToMaMH. [Ipu XpoHMYECKOW TMepeao3upPOBKE BBISIBISETCS TOBBIIICHUE
METreMOorjao0uHa.

Jleyenue

[Ipekpanienue npuema mnpemnapara, NpoMbIBaHUE XKelyJaka. B TedeHue mepBoro yaca mocie
Mepe03UPOBKU — MPUEM BHYTPh aKTUBUPOBAHHOTO yriisi. [lokazaHo HaOmrofeHUE B OTNIETICHUHU
WHTEHCUBHOW Tepanuu B Te€UEHUE, KAK MUHUMYM, 12 4acoB mocje nepeao3upoBKU ¢ KOHTPOJIEM
MoKa3aTesel )KU3HEHHBIX QYHKIUI OpraHu3ma.

IIpu BbIpa)keHHOM CcHWKeHUU AJl: mepeBoA MalnMeHTa B TOPU30HTAIBHOE IOJOKEHUE C
NPUTIONHIATHIMA BBEPX HOTaMH, BOCIOJHEHHE oO0bemMa IUpKyJupytomeid kposu. [lpu
COXpaHEHHWU apTEepPUaIbHON THMOTCH3WH BO3MOXKHO TMPUMEHEHHE HWHOTPOIHBIX IIpernapaTroB
(TakuX Kak 10OyTaMHH UM IOTIAMHH).

[Tpumenenue >nuHepprHa (aIpeHaTNHA) U POJCTBEHHBIX €My COSIMHEHHI MPOTUBOIMOKA3aHO.
[Ipu merremMoriioOMHEMUHU: aCKOPOWMHOBAs KUCJIOTa B J103€ | T BHYTph WJIW BHYTPUBEHHO (B
dbopme HaTPUEBOHM COJIHM), TTPOBOJATCS OKCUTEHOTEPAIUsi, UCKYCCTBEHHAs! BEHTHIISIIIUS JIETKHX,

reMoauains, oOMeHHOE NEepCIInBaHnC KPOBU.

5. ®PAPMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoauHaAaMHYeCKHE CBOHCTBA



dapmakoTepaneBTHUECKass  Tpymma: CpeAcTBa Ui JIeYeHHs  3a00JIeBaHWHA  Cepala;
Ba30/IMJIATATOPBI JIJIS JIeUCHUs 3a00JIEBaHUI cep/Ilia; OPraHUYCCKIE HUTPATHI.

Kon ATX: CO1DA14

MexaHu3M IeHCTBUS

N3ocopOuia MOHOHUTpAT SBJISIETCS NepUPEPUISCKUM Ba30JMIIATATOPOM C TIPEUMYIIIECTBEHHBIM
BJIIMSIHUEM Ha BEHO3HBIE cocybl. CTUMYIHpyeT 00pa3oBaHUE OKCHAA a30Ta (IHIOTEIHAIHLHOTO
penakcupyomero  ¢akropa) B OHIOTEIUH  COCYJIOB,  BBI3BIBAIOLIETO  AKTHBALUIO
BHYTPHUKJICTOYHON TYaHWJIATIIMKIIA3bI, CICJCTBHEM YEro SIBISCTCS YBEIMYCHHE IUKIHMYECKOTO
ryaHo3uaMoHodocdaTa (I MD) (Menuatop Ba3oauIaTAIINH ).

q)aDMaKO[[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

YMeHbImaeT MOTPEOHOCTh MHOKapJa B KHUCIOPOAE 3a CYET CHW)KCHUS NpPEIHArpy3Kd W
HOCTHArpy3kH (yMEHbLIAET KOHEYHBIM JHACTOIMYECKHH 00bEM JIEBOI'O JKENIy/0YKa M CHUXKAET
CHCTOJINYECKOE HaIPsKEHHE ero creHok). O0nagaeT KOpoHapOopacIIUPSIOLIUM JeHCTBUEM.

Kinunanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

CHMXaeT MPUTOK KPOBH K MPABOMY NPEACEPIUI0, CIIOCOOCTBYET CHIDKEHHUIO JaBIICHHS B MaJIOM
Kpyre KpOBOOOpalleHHs U pEerpeccud CUMITOMOB IpH oTeke Jerkux. CrnocoOcTByer
nepepacnpeeNieHdi0 KOPOHAPHOTO KPOBOTOKA B OOJIACTH CO CHIKEHHBIM KPOBOOOpAIICHUEM.
[ToBbiIaeT ToOJIEPAaHTHOCTh K (u3nyeckol Harpyske y mauueHtoB ¢ MBC, creHokapauei.
Pacumpsier cocyasl TOJOBHOIO MoO3ra, TBEpAOW MO3roBOM OOOJIOUKH, YTO MOXET
COIIPOBOXKIATbCS TONOBHOW Ooibto. K m3ocopbuay, kak U K IpyrMM HHUTpaTaM, pa3BHBAETCs
nepekpectHas  TolepaHTHOCTb. Ilocime oTMeHsl  Tepamuu  (mepeppiBa B JICUCHHH)
YYBCTBUTEJIBHOCTh K HEMY OBICTPO BOCCTAaHABJIMBACTCS. AHTUAHTMHAIBHBIA 3 (deKT HacTynaeT
yepe3 30-40 MuHyT IOCIIe mpreMa BHYTPb U TipojosnkaeTcs 1o 8-10 yacos.

OTCyTCTBYIOT [aHHbIE O BIMSHMHM HM30COpOMJIa MOHOHHMTpaTa Ha CMEPTHOCTb W YacTOTY
Pa3sBUTHSI CEPJICUHO-COCYAUCTHIX OCIIOKHEHHH y nanueHToB ¢ MBC (cTabuinbHOM cTeHoKapanei)
u XCH.

5.2. ®apmakoKuHeTHYECKHE CBOHCTBA

Abcopbrus

[Tocne mpuema BHYTph H30cOopOHI ObicTpo M moiHOCThIO BcackiBaercss u3 JKKT. O6nanmaer
abcomoTHOW OGuomoctynHocThio (okoso 100 %), Tak kak HeT H3(deKra «IepBUYHOIO
MIPOXOXKJICHUS» Yepe3 Te4YeHb. BBICBOOOXKICHHE H30COPOMIA HE 3aBHUCUT OT IMpHEMa ITHIIH,
nepuctaiabTuku win PH B mpocsere XXKT.

Pacnpenenenue

N3ocopbuma MOHOHHTpAT WMeeT BhICOKHH oOwveM pacmpeneneHus (0,6-0,7 n/kr); menee 4 %

CBS3bIBAaETCS C OenkamMu TIUIa3Mbl KpoBU. TepameBTudeckas kouueHtparus (100 uHr/mom)
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nocturaercs depe3 30 MUHYT MOciae MOpheMa BHYTPb. BpemMsa AOCTHKEHUS MaKCUMAJIbHOM

KoHIeHTpauuu B m1a3me KpoBH (TCmax) cocraBnser 1-1,5 gaca.

Buorpancdhopmarius

H3ocopbuna MOHOHUTpAT MOJBEPraeTcsl JACHUTPUPOBAHUIO C 0Opa3OBaHHMEM H30COpOMAA WU

COCOIUHACTCA C INTFOKYPOHUIOM. MeTaboauTHI HE O6J'Ia,l'[aIOT (bapMaKOHOFH‘ICCKOﬁ AKTUBHOCTBIO.

DIMMUHALUA

N3ocopbuia MOHOHUTPAT BBIBOJIUTCS TOYKAMHU B BHJIE HEAKTUBHBIX META0OJIUTOB, TONBKO 2 %

BBIBOJUTCS B HeU3MeHEeHHOM Bujie. [Toueunsrit knupenc — 115 mu/muH. [lepros mosryBeIBeIeHUS

(T'2) cocrapnsier ot 4 10 10 yacoB (B cpeqHEM OKOJIO 5 4acoB).

Oco0Bble IPVIIILI TAIUEHTOB

[Tpy medyeHOYHOH M MOYEYHOH HEAOCTATOYHOCTH (hapMaKOKMHETHKA W30COPOUIa MOHOHHTpPATA

CYHICCTBCHHO HC U3MCHSCTCA.

I/I3ocop61/ma MOHOHHUTPAT BBIBOAUTCA IIPpU IrCMOAUAIN3C.

6. PAPMAIIEBTHUECKHWE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

['unpomennosza

Bock kapHay0ckuii
CreapuHOBast KUCJIOTa

JlakTO3B1 MOHOTHIPAT

Kpemuus nuokcua KoJsIouIHbIN
Marnus creapat

0O00104YKa IIIEHOYHAS

Tanpk
I'unpomennosa
Twurana quokcug
Maruus creapat

Maxporoun 4000

Kpacurens xeneza okcup xxentoiit (E172)

6.2. HecoBMeCcTHUMOCTD

Henpumennmo.

6.3. Cpok romHocTH (CPOK XpaHeHHs!)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

11



[Ipu Ttemmepatype He Bbime 25 °C, B OpPUTHHAIBHOW YIaKOBKE (KOHTYpHas sYCHKOBas
YIIaKOBKa).

6.5. XapakTep u conep:xkaHue NePBUYHON YIAKOBKHU

[To 10 TabneTok MOMEMIA0T B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY W3 KOMOMHHUPOBAHHOTO MaTrepuaa
I[MBX/TIBAX u (hosibru aIFTOMHHUEBOM.

3 wimm 10 KOHTYpHBIX STYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIIMEH MO MPUMEHEHHIO TTOMEIIAIOT B
MayKy U3 KapTOHa.

He Bce pa3mepsl ynmakoBOK MOTYT ObITh JOCTYIIHBI JIJIsl peaiu3aliii.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WM OTXO0A0B, TOJYYEHHBIX TOCJe NPUMEHeHus
JIEKAPCTBEHHOI'0 NMPenapara, v Apyrue MaHUILYJISIIUY € IPenapaToM

Het ocoObix TpeOoBaHMI K YTHUIH3AIIH.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSA

Poccniickas @enepanus

000 «KPKA-PYCy, 143500, Poccus, MockoBckas 0011., . Mictpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70

®axc: +7 (495) 994-70-78

Anpec s1. moutsr: Krka-rus@krka.biz

7.1. IlpeacraBuTe/Ib JepKaTe]sl PeTHCTPALMOHHOIO Y10CTOBEPEHH

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccuiickaa ®@eoepayus

000 «KPKA-PYCy», 143500, MockoBckas 001., r. Mctpa, yin. MockoBckasi, a. 50
Ten.: +7 (495) 994-70-70

®akc: +7 (495) 994-70-78

Anpec 351. moutsl: Krka-rus@krka.biz

Beo6-caiiT: www.krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA TEPBUYHOMN PEIMCTPAIIMM (IIOJATBEPXJIEHHSI PETHMCTPAIIAH,
INEPEPETUCTPAIIN)

JlaTa nmepBoii peructpanuu:
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10. JATA IEPECMOTPA TEKCTA
OO0mast xapakTepuCTHKa JIeKapcTBeHHOro mpemnapara Ilekrpon noctynHa Ha MH()OPMAITMOHHOM

noprajie EBpaanﬁcxoro 9KOHOMHYCCKOI'O COI03a B I/IH(bOpMaHI/IOHHO-KOMMYHHKaHHOHHOﬁ CETHU

«Hurepuer» https://eec.eaeunion.org.
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