COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.04.2025 N2 9221

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAMUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Musonpocrod, 0,2 Mr, TaGIeTKH.

2. KAYECTBEHHbBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByoIIIEe BEMIECTBO: MH30IIPOCTO.

Kaxnas Tabnerka comepxut 20 mr nopomika muzonpoctosa I'TIMIL (1:99) (comepxut 0,2 mr
MHU30MPOCTOJa U 19,8 MI THITPOMEIIO3HI).

BcrnoMorarenbHbie BEIIECTBa, HAJTHMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: KactTopoBoe macio (cM. pasaen 4.4.).

[TonHbIN NIepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.

prrJ'IBIe ABOSIKOBBIITYKIJIBIC Ta0JIETKH O€I0r0 OBECTA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO

[Tpenmrapat Mu3omnpocTod okas3aH K IPUMEHEHHIO y B3POCIIBIX U IIOJPOCTKOB B BO3pacTe oT 15 1o
18 ner mist mpepbIBaHUsSI MaTO4YHOM OEpEeMEHHOCTH pPaHHUX CPOKOB (710 42 1qHeW aMeHopeH) B
COYeTaHUH ¢ MU(DETTPUCTOHOM.

4.2. Pexxum 103MpoBaHNs U €C1IOCO0 NPUMEHEHUs!

[IpemapaT MOET TMOCTaBIATHCS TOJIBKO B MEIMLIMHCKHE aKyIIEPCKO-TMHEKOJIOIMUECKHE
YUPEXKIEHHUS, OTHOCAIIUECS K TOCYJapCTBEHHONW CHCTEME 3ApPAaBOOXPAHEHHS, a TaKXKe B
YUpEXKJIEHUSI MYHUIUMNAIBHON M YacTHOM COOCTBEHHOCTH, MMEIOIME JHUIEH3UU Ha 3TOT pOJ
JESITEIbHOCTH.

Jns  mpepbiBaHUST OEPEMEHHOCTH COBMECTHO C MHU(ENPUCTOHOM MH30IMPOCTON JIOJKEH
OPUMEHSATHCS B YUPESKICHUSAX, KOTOPBIE MMEIOT COOTBETCTBYIOIIUM 00pa3oM MOATOTOBIEHHBIN
MEJIUIIMHCKUI TTEPCOHA.

PexuMm no3upoBaHus

Yepes 3648 vacos nocie npuema 200 mr (1 tabnerka) wim 600 mr (3 Tabnetkn) MudenpucToHa
HazHavyaroT 400 MKr (2 TabIeTKH) MU30MPOCTOIA.

eTH
[Ipenapar Mu30mpoCTOJI MPOTUBOINOKA3aH y JIEBOUYEK-TIOAPOCTKOB B Bo3pacte 10 15 ;e (cMm.

paznen 4.3.).
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BHyTpb.

4.3. lIlpoTuBONOKa3aHNUs

['unepuyBCTBUTENBHOCTh K MU30MPOCTONY, APYTUM MperaparaM MpocTarjiaHInHOB WIH K
T1000My M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zaene 6.1.;
CEepJICYHO-COCYIUCThIE 3a00JIeBaHNUS;

ocTpasi WJIM XpOHUUYECKas [ToUYeyHasi U/Uiv IeYeHOYHas: HeI0CTaTOYHOCTb;

3a00JIeBaHMUs, CBSI3aHHBIC C MMPOCTATJIAHUHOBON 3aBUCUMOCTBIO WJIM MTPOTUBOTIOKA3aAHUS
K TPUMCHCHHUIO TPOCTArJaHIWHOB: TJIayKoMa, OpOHXHAalbHAs acTMa, apTepuaibHas
TUIEPTEH3HUS,

SHIOKPUHOMATHHU U 3a00JIeBaHUS YHIOKPUHHON CHCTEMBI, B TOM YHCJIEe CaXapHbIi quader,
TUCHYHKIUS HAITOYEUHUKOB;

TOPMOHO33aBHCHUMBIE OMyXOJIH;

aneMus (coaeprkanue remoriaoouna menee 100 r/m);

HapyIIeHHE FeMOCTa3a;

OepeMEHHOCTh CPOKOM OoJiee 42 qHEN aMeHOopeu;

OepeMEeHHOCTh, HE TOJTBEPKICHHAS KIMHUKO-TA00PATOPHO WIIM HHCTPYMEHTATBHBIMHU
Meroaamu uccienoBanus (Y3U);

NIepUOJT TPYIHOTO BCKapMiiuBaHus (cM. paszaen 4.6.);

JeTCKHI Bo3pacT 1o 15 ner;

MPUMEHEHHE BHYTPUMATOUYHBIX KOHTPALICTITUBOB (Mepea MPUMEHEHHEM HEOOXOAUMO
yaanuts BMK);

MOJI03PEHNE HAa BHEMATOYHYIO O€PEMEHHOCTb;

MMPOTHUBOIIOKA3aHUA K TIPUMCHCHUTIO MI/I(I)CHpI/ICTOHa.

4.4. OcoOble yka3aHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[IpenynpexaeHus

B couerannum ¢ MI/I(I)erI/ICTOHOM MH3O0IIPOCTOJI JOJKCH MPUMCHATHECA TOJIBKO IO HA3HAYCHHUIO U

noa Ha6HI021€HI/IeM Bpada aKymepa-ruHEKojJora M TOJbKO B MCEAWIUHCKHUX aAKYIICPCKO-

THUHCKOJIOTHYCCKUX YUPCIKIACHUAX, OTHOCAIIUXCA K FOcyHapCTBCHHOﬁ CUCTCMEC 3IpaBOOXPaHCHUA,

a TAKIKC B YUPCKICHUAX MyHHHHHaHLHOﬁ U 4aCTHOM CO6CTBCHHOCTI/I, HMCIOIUX JIMOCH3HUH Ha

}IaHHBIfl pPoa ACATEIIBHOCTU U COOTBETCTBYIOIIUM 06p330M IOATOTOBJICHHBIC Bpa‘—Ie6HBIe KaJapbl U

HEe0oOXoaruMoe 000pyA0BaHHE.
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® 0 HEOOXOIUMOCTH COYETATh MPUMEHEHNE MU30IIPOCTOIA C IPUMEHEHHEM MU(DENPUCTOHA,
KOTOPBII JTOJKEH OBITh MPUHAT 3a 36—48 uacoB 10 mpueMa TalleTOK MH30MPOCTOJIa;
NpUMeHeHHe Mpenapara BHe YCTAHOBJIEHHOTO pe:kuma BJiedeT 3a co0oii BCE
COOTBETCTBYIOLIIME PUCKH,
® 0 HEOOXOAUMOCTH TOBTOPHOTO TOCEIIeHHWS B TeueHue 14-21 aHeidt mocime mpuema
TabJETOK MH30IPOCTONA Ui MOATBEPKICHHsI IOJHOIO H3rHAHUS IUIOJHOIrO sina
(kmHMYeckoe obcienoBanue, Y3 opraHoB Majoro Tasa M OnpeseseHre KOHIEHTpaluu
B-XI'Y B mna3me KpoBH);
® 0 TOM, YTO B ciiydae HedPPEKTHBHOCTH MPUMEHEHHUS Ta0IETOK MU30MPOCTOIIa Ha 14 neHb
(HemonHbBI a0OpPT WM MpoJOJDKAroUIasicsi OEpEMEHHOCTh) OEpEMEHHOCTh HEOOXOIMMO
npepBaTh ONEPATHBHBIM IyTeM (BO3MOXXHOCTh BO3HHKHOBEHHS BPOXKICHHBIX MOPOKOB
pasBUTHS y IJI0J);
e 0 CHIKEHUH 3(P(HEKTUBHOCTH METOJIA C YBEJTMUYEHUEM BO3pACTa JKEHILUHBI;
® 0 BO3MOXKHOCTH JJIUTEIbHBIX KPOBSIHUCTBIX BBIICICHUN U3 BlIarajauina (B CpeIHeM OKOJIO
12 nueit n OGonee mocie mpuema TabJIETOK MM30IPOCTONA) BIUIOTH 10 OOMIBHOTIO
KPOBOTEUECHHMSI, KOTOpOe MpoaoikaeTcs Oosiee 12 aHelt u/umm spiseTcs 6oee OOMIbHBIM,
YeM HOPMaJbHOE MEHCTPYaJIbHOE KPOBOTEYEHHE (B CBSI3U C OTHM HE PEKOMEHIYETCS
€3IUTh B JaJbHHUE MOC3/IKH /IO TEX IOp, MOKa He OYyAET MOATBEPIKICH IOJHBINA abopT).
JKenmuHa 10KHA MOMYYUTh YETKHE YKa3aHUs, Ky/a el oOpaliaTscs B Cllydyae BOSHUKHOBEHHS
OOMJIBHOTO KPOBOTEUEHMS WM KakuX-1100 Apyrux npobdseM. [Ipogomkaromuecs: KpOBIHUCThIE
BBIIEJICHUS] W3 BJarajuiia MOTYT CBHJETENbCTBOBATH O HEMOJHOM abopTre WU
HE/IMarHOCTUPOBAHHON JKTOMUYECKON OepeMEHHOCTH; ISl MCKIIOYCHUS ITaHHBIX COCTOSTHUH
JIOJDKHO OBITH TPOBEJCHO COOTBETCTBYIOIEE OOCieoBaHUE U JiedeHHue. B ciaywae Tskenoro
kpoBoTeueHus (B 1,4 % ciaydaeB) MOXET MOTpeOOBaThCS BHICKAOJIMBAHHUE TOJOCTH MAaTKH C
reMOCTaTHYECKON I1eJIbl0, B CBSI3U C 3TUM 0c000€ BHHMaHUE CIEAyeT YAeNATh MaleHTKaM C
HapyIIEHUSIMA TeMOCTa3a U aHeMuel. Pernienne o MpuMEeHeHNH MU30TIPOCTONA B TAKUX CITydasix
JOJDKHO TIPUHUMATBCS COBMECTHO CO CIEIHAIMCTAMH B 3aBUCHMOCTH OT THIIA HapyIICHHS
reMoCTa3a U CTENEHH BBIPaKEHHOCTH aHEMUHU.
D¢ eKTUBHOCTH METMKaMEHTO3HOTO METOa PEPBIBAaHUS OEPEMEHHOCTH CHIKACTCS:
® [Ipu HECOOJIIO/IEHNH YKa3aHHOTO PeKMMa MPUMEHEHUs TabJIeTOK MU30IIPOCTOJIa;

® [IpY HAJIMYUH IBOVHHU.
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Puckm, cBsA3aHHBIE C IPUMEHCHUEM IIperapara

Kposomeuenue
KpoBoTeueHrne BO3HUKAeT MOYTH BO BCEX CIydYasX, OJHAKO OHO HE SIBISETCS HECOMHEHHBIM
MOJITBEPK/IEHUEM TOJTHOTO IIPEPhIBAHUSI OEPEMEHHOCTH.
KpoBoTeuenre BO3HMKAaeT MOYTH cpa3y Iocie IpueMa TabJeTOK MHU30MpPOCTONa, HO HMHOTIA
BO3HHUKAET MO3XKE:

e B 60% cnyuaeB a0oOpT MPOUCXOJUT B TEUYCHHWE 4 4acOB TOCJIE MpHeMa TaOJIeTOK

MH30IIPOCTOIA;
e B 40 % cnyyaeB abopT HacTymaeT B TeueHHe 24—72 yacoB mocie MpueMa TabJIeTOK
MH30IIPOCTOJIA.

B peakux ciayyasx KpoOBOTEUEHHE MOXKET HauaThCs A0 MpHema Musorpocrona (okoio 3 %
ciaydaeB). 9ro HE OTMEHSAET koHTponbHBIA BU3UT K Bpaudy sl MOATBEPXKACHUS IOJHOTO
npepbIBaHMs OEPEMEHHOCTH U TIOJTHOTO OCBOOOK/ICHUS MATKH.
Hnghexyuu
Tsokenplie ciiydad (B TOM YHKCIE C JETANbHBIM MCXOJ0M) TOKCHYECKOTO M CENTHYECKOro IIoKa
BCIIC/ICTBHE HH(EKIHHA, 00ycaoBieHHbiX atunuuabiMu matorenamu (Clostridium sordellii u
Clostridium perfringens, Klebsiella pneumoniae, Escherichia coli, crpentoxokk rpymmsl A), ObLTH
OTMEYEHBI TPH MEIWKAMEHTO3HBIX a0opTax, MPOW3BEICHHBIX IOCPEICTBOM 3alpeIieHHOro
BarMHAJILHOTO WM TPaHCOYKKaBbHOTO CIoco0a MpUMEHEHHs TabIeTOK MU30IpocTona. Bpauu
JOJKHBI OBITH OCBEIOMJICHBI O BO3MOXKHOCTH PAa3BUTHS JAHHBIX CMEpPTENbHO OIACHBIX
OCJIOKHEHUH.
Cepoeyno-cocyoucmole HapyuieHus
Co00111a110Ch 0 Ppe/IKUX, HO CEPhE3HBIX OCI0KHEHUSIX CO CTOPOHBI CEPAECYHO-COCYTUCTON CHCTEMBI
(uH(apKT MHOKapAa W/HUIK Clla3M KOPOHAPHBIX apTepuil, TsHKenash TUIOTEH3HsI), Pa3BUBIIUXCS
MoCJie HWHTPABAarMHAJIBLHOTO WJIM BHYTPHMBIIICYHOTO BBEICHUS BBICOKHX JI03 aHAJora
NpOCTarjiaHAnHa, TOTOMY PHCK Ppa3BUTUS OCTPBIX  CEPACYHO-COCYAUCTBIX  COOBITHIMA
MOTEHIMATFHO HWMEETCST M TPH TEepOpabHOM NpHeMe MH30MpocTona. B cBs3W ¢ 3TUM
ME/IMKaMEHTO3HOE TMpephIBaHuEe OEpPEeMEHHOCTH CIEAyeT IPOBOAUTH C OCTOPOXKHOCTBIO Y
MAIMEHTOK ¢ (hakTopamMu pHcKa pa3BUTHUS (HAmpUMep, KypeHHe B BoO3pacTe cTapiie 35 Ier,
TUTCPIUIUICMHUS, CaXapHbId JuabeT) WIH YCTaHOBJICHHBIMH  CEPACYHO-COCYIUCTHIMH
3a00JIeBaHUSIMHU.
Bo Bpems mpuema u B TedeHHE 3-X 4acOB IOCIIE MPpUEMa MPOCTArIaHIMHA MAUEHTKA JA0DKHA
HAXOAWTHCS B JICYEOHOM YUPEKIECHUH JJIsi TOTO, YTOOBI HE MPOMYCTHUTh BO3MOXKHBIC OCTpHIE

COCTOSHU A, BBI3BAHHBIC IPUMCHCHHUEM IIPOCTArjIaHauHa.
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Tepamozenﬂocmb

[TaniMeHTKH, KOTOpBIE PEMIAIOT COXPAaHUTh OEPEMEHHOCTh IIOCTe IMpHEeMa MpernapaTroB st
MEIMKaMEHTO3HOTO MPEPHIBAaHMS, IOJKHBI OBITh MH(POPMHPOBAHBI O PUCKE TEPATOTCHHOCTH.
JlaHHBI pPHUCK SIBISIETCS HEOTHEMJIEMBIM CIICACTBHEM IPUMEHEHUS MHQENPUCTOHA |
MH30IIPOCTOJIa W HACTyHaeT INPH MWCHOIb30BAaHUU PEXKUMOB JIO03UPOBAHUS, OTIMYHBIX OT
€IMHCTBEHHO JIOIIyCTUMOT0 peX1Ma, yKa3aHHOTo B paszene 4.2.

BozneiictBue Mu3onpocrona 1 MU(ENPUCTOHA HA IJI0]] YBEITUYMUBACT PUCK PA3BUTUS CUHAPOMA
Mebuyca w/unm CHUHIpPOMa aMHHUOTHYECKHX IepeTspkeK. HeoOXoaumo NpuHSATH Mephl Ul
IPOBEJCHUSI MTOBTOPHOTO NpEephIBaHMs OepeMeHHOCTH. B ciydae coxpaHeHHs OepeMEeHHOCTH
JIOJDKHO OBITH MPOBEJEHO TIIATEIHHOE YIBTPa3BYKOBOE HCCIIEAOBAHUE B CHECIHATH3HPOBAHHOM
neHtpe (cm. pasuen 4.6.).

Mepbl IpeJOCTOPOKHOCTH PU NPUMEHEHHUH

Pezyc-annoummynusayus

[lpr MenMKaMEHTO3HOM IPEPHIBAHUN OCPEMEHHOCTH HEOOXOIMMO ONPEACTHTh Pe3yC U 3aTeM
OPUHATH MEpBl Ul MPOQWIAKTUKHA Pe3yC-aJUIOMMMYHHU3AIMH, KaK W Jpyrue OoOIIue Mephl,
KOTOpBI€ OOBIYHO MPUHUMAIOTCS TIPU JTF0OOM JAPYTroM METO/IE MpephIBaHUs OEPEMEHHOCTH.
Hauano konmpayenyuu nocie meouxameHmosHo2o abopma

B xo/1e KIMHUYECKHUX UCCIIeTOBAaHIH HAOIOIaIHCh ClTydyan OepeMEHHOCTH, BOSHUKIIEH B TEPHO/T
MEXIy W3THAHWEM IUI0la W BO300OHOBICHHEM MeEHCTpyauui (cMm. pasznmen 4.6., moapaszien
«DeptunbHOCTHY). [10 3TOH NprUUKMHE peKOMeHAyeTCs KaK MO>KHO paHbllle HAYMHATh IPUMEHEHNE
HA/IeKHBIX METOJI0B KOHTpALENIMU IMOociae MEIUIIMHCKOTO TOATBEP)KICHUS IpephIBaHUS
OEepeMEHHOCTH, POBEJICHHOTO MEMKAMEHTO3HBIM METOJIOM.

IIpouue

Heobxonmumo  coOnrofaTh  Mepbl  MPEIOCTOPONKHOCTH, OTHOCSIIUECS K  NPUMEHEHUIO
MU(ENPUCTOHA.

BcnoMorarensHble BEIECTBA

ITpenapatr Mu30mpOCTOII CONEPAKUT KACTOPOBOE MACIIO, KOTOPOE MOKET BBI3BIBATH PACCTPONCTBO
KeyJlka ¥ tuapero (IoHoC).

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI
B3aMMO/AEHCTBUA

IIpu coueTanny ¢ MarHUMCOAEPKAIMMH aHTAIUAAMH BO3MOXKHO YCUJIEHUE THAPEN.

IIpyeM nuinM, aHTanMAbl YMEHBIIAIOT KOHLEHTPALMIO MHU30IIPOCTOJIOBOM KHUCIOTHI B IUIa3Me

KpOBH (KJIMHUYECKH HE3HAUNMO).
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Mu30npoCTOJl HE OKa3bIBAET KIMHUYECKH 3HAYHMOIQ BHPDIHHH%G&)DEE&E,%HII@T{)KLU/IIIO B

KPOBH M aHTHArperanTHbI 3()(EeKT aneTUICATUIMIOBONW KUCIOTHI, IPU MpHEMe TOCIEIHENH B
TEPANEeBTHUYECKUX J103aX, a TAKXKe Ha (DapMaKOKUHETHKY IUKIOPeHaKa U uoynpodena.
CHmwxenne 3¢PGEKTUBHOCTH  MHU30MPOCTOJA TEOPETHMUECKH MOXKET MPOM30MTH  H3-3a
AQHTUIPOCTArIaH/IMHOBBIX CBOWCTB HECTEPOUAHBIX TMPOTUBOBOCHAIUTENBHBIX IpPENapaToB
(HIIBII), Bkiarouas aneTUICAIMIIMIOBYIO KHCIOTY. OrpaHuyeHHbIE KIMHUYECKUE JIaHHbIC
CBHUJICTEILCTBYIOT O TOM, yTo npumeHeHue HIIBII B neHp npuMeHeHus mpocrariaHavHa He
OKa3bIBAaCT OTPULIATEIBHOIO BIUSHUS Ha JeicTBHE MU(ENPUCTOHA WIM MpOCTarjaHAMHAa Ha
PaCKpBITUE KU MaTKU HJIM COKPATUTENBHYIO CIOCOOHOCTh MATKH M HE CHUKAET KJIMHHUYECKYIO
3QPEKTUBHOCTH METOAa MEAWKAMEHTO3HOTO IMpPEpBhIBaHUS  PA3BHUBAIOLICHCS MaTOYHOU
OEpEeMEHHOCTH.
[Ipuem  Ha  OPOTSHKEHHH  JJIUTENBHOTO  BpeMeHH  pudaMOuIMHA,  H30HHMA3H]A,
MPOTUBOCYJIOPOKHBIX TPENapaToB, AHTHACTPECCAHTOB, LHUMETUINHA, AalleTUJICATUIUIOBON
KHCJIOTHI, MHIOMETAIlHA U 0apOuTypaToB, Kypenue Oonpmie 10 curaper B ACHb CTUMYJIHPYET
MeTa00IM3M MHU30IIPOCTOIIA, CHUXKAsI €0 KOHIIEHTPAINIO B CBIBOPOTKE KPOBH.
4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS
bepemeHHOCTD
Mu3onpocTos MOXKET MPUMEHSTHCS B MEPUOT OEPEMEHHOCTH TOJBKO C LIEIbIO €€ MpepbIBaHUs.
Mu3zonpocTos He TOJIKEH MPUMEHSTHCS, €CJIM MaTO4YHas OEpEMEHHOCTh HE MOJATBEPKJEHA WIIN
KEHII[MHA HE YBEPEHa, YTO XOUeT MpepBaTh OEPEMEHHOCTb.
[TpumeHeHne MupenprucToHa U MU30MPOCTOIA WM TOJIBKO MH30IIPOCTONA NMPU OEPEeMEHHOCTH
MOXXET TMOBJIeYb 3a Cco00H ¢opMHpOBaHHE BPOXKICHHBIX nedexToB/ypoacts. [IpeHartanbHOE
BO3/ICIICTBIE MU30IIPOCTOJIA CBSI3aHO C pa3BUTHEM CHHIpoMa Mebuyca (BpokJIeHHOE HapyIIeHHe
(GYHKIMH JUIEBOrO HEpBa, KOTOPOE MOXKET COIMpPOBOXKAATHCSA JedeKTaMH KOHEuHocTel) u
CHHJIpOMa aMHHMOTHYECKUX TMepeTsikeK (AedopManui KOHEYHOCTeH/aMImyTaluu, OCOOSHHO
KOCOJIAMOCTh, aXeUpus, OJUTONAKTIIIMS U, CPEIU MPOYEro, paciiesnHa HeOa (BOTYbS MacTh)).
JKeHMHbBI, KOTOpPBIE PELIMIN MPepBaTh OEPEMEHHOCTh MEIUKAMEHTO3HBIM METO/O0M, JOJIKHBI
HOJYYUTh MOJPOOHYIO0 KOHCYJIBTAI[MIO O PUCKE BO3HMKHOBEHHS TepaToreHHoro sddekra mas
wiona (cMm. pazmen 4.4.), ecnu abopr He OyIeT 3aBepilieH, a IOBTOPHOE IpepbIBaHUE
OEpEeMEHHOCTH HEXKeIaTeIbHO.
CrenoBaTenbHO:

o JKeHIMHBI TOJKHBI OBITH IPEIYIPEkKACHBI, UTO U3-32 PUCKA HEY a4l MEAMKAMEHTO3HOTO

npepbIBaHMsl OEPEMEHHOCTH M PHUCKa JUI TUI0/AA TOCIEeIYIOUINI BUSHUT K Bpady sIBIsIETCA

00s13aTeIbHbIM.
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€0 _BHM3HU

(NOCTIENCR,
e [lpu nuMarHOCTUPOBAaHUHU HEyJayd METQIA BO BPEMS n%%ﬂe'

(mpopomxkaromasics OEpEeMEHHOCTh) M C COIJIacHs TMAalMeHTKH a0opT JOJDKEH OBITh
3aBepIICH MMPU TTOMOIIH MTPOLIEAYPBI TOBTOPHOTO MPEPhIBAaHUS OEPEMEHHOCTH.
e Ecnu nanuenTka xenaeT COXpaHUTh OEpEeMEHHOCTh, HEOOXOAUMO POBECTH TIIATEIBHOE
yIIBTPa3BYKOBOE MCCIIEIOBAHHE B CIICLIUAIM3UPOBAHHOM IIEHTPE.
JlakTanus
Mu3onpocTon MOKET BBIAETATHCS B TPyJHOE MOJOKO. ['pyaHoe BckapMiIMBaHHE CIEAyeT
MPEeKpaTuTh Ha 7 JHEH mocje MpoBeAeHUS MEAMKaMEHTO3HOro adopra (HauWHas ¢ MOMEHTa
npremMa MU(EIPUCTOHA).

DdepTUabHOCTD

Mu3zonpocTon He BIUSET Ha CIOCOOHOCTh K JI€TOpOKIeHUIo. JKeHIIMHa CHOBa MOKET
3a0epeMeHeTh, KaKk TOJIBKO Mpeblayias 0epeMeHHOCTh OyAeT MOJHOCThIO MpepBana. [losTomy
BaXHO MpEAYIPEINUTh NAUEHTKY O HEOOXOIMMOCTH IPUMEHEHHSI KOHTPALIENITUBOB Cpa3y Mocie
HOTBEPIK/ICHHSI TTOJTHOTO NPEPhIBaHUs OepeMEHHOCTH (CcM. pasnen 4.4.).

4.7. Bunsinue Ha CNMOCOOHOCTH YHPABJIATH TPAHCIOPTHBIMHM CpPeICTBAMH WU padorarh ¢
MeXaHU3MaMH

YuuTeiBass Bo3MOkHBIE T000YHBIE 3P(DEKTH Tpemapara (TOJIOBOKPYKEHHUE), PEKOMEHIYETCS
coOiroAaTh OCTOPOXKHOCTh IPU BOXKJIEHUH aBTOTPAHCIIOPTA U 3aHSITUU APYTMMHU NOTEHIUAIBHO
OMAaCHBIMU BHJIaMHU JIEATEIIBHOCTH, TPEOYIOIIMMH IOBBIIIEHHON KOHIEHTpAallMd BHUMAHUSA U
OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

4.8. HexkenaresibHbIC peakKuuu

PesroMme HexxenaTeabHbBIX PEAKIIN

[lepeunciieHHbIC HUXKE HEXEIAaTeIbHBIC PEaKI[UH PACIPEICICHBI 10 YaCTOTE BO3HUKHOBEHUS B
COOTBETCTBUH CO CIIAYyIOIeH rpaaarueii: ouenb gacto (> 1/10), gacto (> 1/100, Ho < 1/10),
Heyacto (> 1/1000, vo < 1/100), peaxo (> 1/10 000, o < 1/1 000), ouens peako (< 1/10 000),
4acTOTa HEM3BECTHA (HA OCHOBAHUHU MMEIOIIMXCS JIAHHBIX OIICHUTH HEBO3MOJXKHO).

HUngpexyuu u unsazuu: 9acto — nHQEKIU BCISACTBUE adopTa.

Hapywenus co cmopoHbl UMMYHHOU cucmembl: YaCTOTa HEU3BECTHA — aHA(PMIAKTUYECKUHN IIOK,
THIIEPYyBCTBUTEIIBHOCTb.

Hapywenus co cmopoHbl HepsHOU cucmembl: PEIKO — TOJIOBHAs OO0IIb.

Hapywenus co cmopoHbl cocyoog: OTMEUaIHCh PEIKHE, HO TSDKENbIe CIydaW CepaedHoO-
COCYIUCTBIX HapymieHui (MH(GAPKT MHUOKApAa W/WIM CHa3M KOPOHAPHBIX apTepHil WK
BbIpOKCHHAsI apTepHalibHAs TUIIOTEH3US) B OCHOBHOM IPH 3alpellecHHOM HHTPaBaruHaJIbHOM

croco0e MpUMEHEHHUs TabJIeTOK MU30IIPOCTOA.
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Hapywenus co cmopoHvl Kodcu u NOOKOJNICHBIX MKAaHel: HEYaCTO — KOXKHAsl ChIIb; PEIKO —
KpanuBHUIIA, DPUTPOJCPMUS, y3JI0BaTasi dpUTEMA, TOKCHUCCKHUU SMUIECPMATbHBIA HEKPOIH3;
OUYCHb PEIIKO — AHTHOHEBPOTHYECKHH OTEK.

Hapywenus co cmopoHbl MbluieyHOU, CKeIeMHOU U COeOUHUMENbHOU MKAHU: 9aCTOTa HeM3BECTHA
— 0OJIb B TIOSICHHUIIEC.

Hapywenusa co cmopoHnvl penpoOyKmueHOU cucmemvl U MOJOYHLIX Jicesie3. OYeHb 4YacTo —
COKpAIIIEHUS] MAaTKH HITH CIIa3MbI B TIEPBBIC YaChl IIOCJIE PHUEMa MU30IPOCTOJIA; YaCTO — OOMIIbHBIC
KPOBOTCUCHHSI.

Obwue HapyweHus u peakyuu 6 mecme 86edenus: PEIKO — HEJIOMOTaHUE, BaryCHbIC PEaKlIuu
(TpUITUBHI Kapa, TOJIOBOKPYKEHHUE, 03HO0), TUXOpaIKa.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxHo coo0mare 0 M0J03pEBAEMBIX HEXKENIATeAbHbIX pPEAKLUUAX I0CIe pPEerucTpanuu
JICKApCTBEHHOTO Tperapara ¢ HeNbl0 00eCTIeYeHrsT HEIPEPhIBHOTO MOHUTOPHHTA COOTHOIIICHHS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeauIMHCKUM pabOTHUKAaM pPEKOMEHAYETCs
cool1aTe O JIOOBIX MOJO3PEBACMbIX HEXKENATENbHBIX PEeaKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEeXKEJIaTeNIbHBIX peakIUsIX TOCyIapCTB — YICHOB

EBpazniickoro 3K0HOMHYECKOT0 CO03a.

Poccniickas @enepanns

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBruanzop)
109012, r. MockBa, CrnaBstHCKas IUI0IIa b, 1. 4, cTp. 1

Temedon: +7 800 550-99-03

DnexTponHas nmoura: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

CoOHIHMBOCTh, 3aTOPMOXKEHHOCTh, TPEMOp, CYIOpPOTH, OJbIINIKa, OONb B JKUBOTE, AHUApes,
TUXOpaZKa, KpPOBOTCUECHHME, CIa3M KOPOHAPHBIX apTepuil, CcepalecOneHne, CHIDKCHHE
apTepHalIbHOTO J1aBlIeHUs], OpauKapIus.

Jleuenue

CI/IMHTOMaTI/I‘-ICCKOG, reMoauains3 HeB(i)(I)eKTI/IBCH .

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoauHaAaMHYeCKHE CBOMCTBA
®dapmakoTepaneBTUYeCcKas TIpylma: Apyrue CpeicTBa, I[PUMEHSIEMbIE B T'MHEKOJIOTHUU;

YTEPOTOHU3HUPYIOIINE CPEACTBA; IIPOCTAIIAHIUHBI.
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Mexanusm aelicteus U dhapMakoauHamMudeckue 3hdeKThI

Mu30mpoCcToNl — CHHTETHYECKOE MPOU3BOAHOE MpocTarianauHa E1. MU30mpocTon uHIynupyer
COKpAIllEeHHE TJaJKUX MBIIICYHBIX BOJOKOH MHOMETPHS M pacCHIMpseT IIeWKy MAaTKH, 4TO
o0jeryaer yJgajieHue COJACPKUMOrO MOJOCTU MaTKU. [1OBBIIAET 4acTOTY U CHIIy COKpAalleHUI
MHOMETpHS, OKa3blBaeT cjaboe CTUMYJMpYIOIIee JeHCTBHE Ha TJIAAKYI0 MYCKYyJIaTypy
ey nouHo-kuieyHoro Tpakrta (JKKT).

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AGcopbuus

[Tpu nepopanbHOM MpreMe OBICTPO 1 TIOJTHO abcopOupyercs (Tuia cHmkaeT abcopOiunio). Bpemst
JOCTHIKEHUSI MaKCHMAJbHOW KOHIICHTPAI[MM MH30MPOCTOJIOBOM KHUCIOTHI — 9-15 MuHYyT,
MakcuMaiibHast KoHeHTpanus (Cmax) — 1 MKr/, nepuoa nosyssiBeaenust (t2) — 2040 MunyT.

Pacupenenenue

Ces13b ¢ Oenkamu ma3mbl — 85 %. He kymynupyer.

Buorpancdhopmariusa

B crenkax XKT wu mneuenun wmerabonusupyercs A0 (apMakoJIOrMUecKd aKTUBHON
MH30IIPOCTOJIOBOI KHCIIOTHI.

DJIMMUHAIHS

BriBogutes moukamu — 64—73 % B TeueHue mepBoix 24 9acoB (56 % B TeUCHHE MEPBBIX 8 YACOB)
u ¢ xemubto (15 % B TedyeHue nepBbIx 24 4acoB).

IloyeuHas HEIOCTATOYHOCTh

[Tpu HapymeHnn QyHKIUU MoueK Cmax MOKET MOBBILIATHCS ITOYTH B 2 pa3a, YUIMHITHCS 11/2.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
KapOoxcumeTunkpaxmaia HaTpueBast Colib
KacropoBoe macio

[{enmron03a MUKPOKpUCTAITHYECKAS
KpeMmHus1 AMOKCHUT KOJITIOUIHBIH

6.2. HecoBMecTUMOCTB

He npumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

2 roja.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHUTh B OPUTHUHAJILHON yrMakoBKe (OMCTEp B Mayke) Mpu TemiiepaType He Boite 25 °C.



6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKH

[To 4 TabneTky B aTFOMUHUEBBINA OJIUCTEP C ATFOMUHUEBBIM IIOKPBHITHEM.

EJII/ICTep BMECTE C I/IHCprKLII/IGf/’I o MCOUIUHCKOMY HNPHUMCHCHHUIO IIOMCIIAIOT B IMAYKy U3
KapTOHa.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara Uil 0TX0/I0B, NMOJYYEeHHBIX NOc/e MPUMEeHeHHusl penapara u
Apyrue MaAaHMIYJISIIIUM € PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Kuraiickast Haponnas Peciy6nuka (KHP)

Yaitna Pecopces 3mwxy Papmacsrotukan Ko., JIta

7.1. IlpeacTaBUTENb A€PsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

IIpereH3un HOTDG6HTCJI€I>1 HAaIpaBJIATH I10 aApPECy.

[TpencraButenberBo pupmel YaitHa Pecopees 3mxy Papmackrotukan Ko., JIta, KHP
B Poccuiickoit @enepanuu 3A0 «IIEHTKPODT ®APMAY

129110, r. Mocksa, [Ipocnext Mupa, 1. 68, ctp. 2

Tenedon/dakc: +7 (495) 788-77-46

DnektpoHHas mouta: pentcroft@mail.ru

8. HOMEP PET'HCTPALHMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBHYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA
OOmast  XapakTepUCTHKa JIEKAPCTBEHHOI'O  Mpemapara  MM30MpOCTON  JIOCTyIHAa  Ha

uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHUKAIMOHHOM cetu «uTepHe™ https://eec.eaeunion.org/.
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