COOTBETCTBYET IKCNEPTHOMY OTUYETY
ot 28.01.2026 N= 1403

(MOCNEOQOBATENEHOCTE 0017)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Mupena, 52 mr, cuctemMa BHyTPUMAaTOYHAas TeparneBTHYecKasl.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBI COCTAB

JelicTBytol1Iee BEMIECTBO: JIEBOHOPTECTPET.
Kaxnas cucrema BHyTpUMAaTO4YHas TEpaneBTUUYECKas COACPKHUT 52 Mr JI€BOHOprecrpena
MUKPOHHU3UPOBAHHOTO.

[TonHbIii mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Cucrtema BHyTpUMAaTOUYHAas T€PANEBTUYECKAs.

Cucrema BHyTpuMaTouHas Tepanerudeckas (BMC) Mupena npencrasiseT coboit T-o6pazHyto
JIEBOHOPT€CTPEI-BBICBOOOKIAIONIYI0 KOHCTPYKIIMIO, TOMEIICHHYI0 B TPYOKY INPOBOJHHUKA.
Komnonentamu npoBoiHUKA SBISIOTCS TPYOKa AJis BBEACHMSI, IOPIIEHb, YKa3aTeJIbHOE KOJbLIO,
pykositka u 6eryHok. BMC cocTout n3 6eoii Wi mo4Ta 0ej0i TOpMOHATBHO-3J1aCTOMEPHON
CepLEeBHUHBI, TTOMEIIeHHONH Ha T-00pa3HOM KOpIyce M MOKPBHITOM Hempo3padyHOil MeMOpaHOH,
perynupylomei BHICBOOOXKICHHE JieBOHOprecTpena. benbiit T-o0pasHblii Kopmyc CHaOXeH
neTJiel Ha OJHOM KOHLIE U IByMSI TuledyaMu Ha JpyroM. K netsie npukperieHsl KOpuuHeBble HUTH
JUTSL YOQJICHUST CUCTEMBI. T-00pa3Hasi KOHCTPYKIHUS COACPKHUT CyibdaT Oapusi, 4To JCiaeT ee

BUJIMMOM TIPH PEHTreHOBCKOM obOcnieoBannu. BMC cBoO0OIHA OT BUAMMBIX TPUMECEH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHECHHUIO

e KoHTpanenmusi.

e OOuibHBIE MEHCTpyasJbHBIE KpOBOTeueHUs 0Oe3 opranumdeckoit maronoruu (OMK 6e3
OpraHMYECKOM MaTOJIOTHH).

o [Ipodunaktuka THUNEpPIUIA3UUd  SHIAOMETPHUS NPU  TMPOBEIECHUU  3aMECTHTEIHHOMU

ropmoHansHOU Tepanuu (3I'T) actporenamu.
4.2. Pesxum 103MpOBaHNS U €C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus
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BMC MupeHna BBOIUTCS B MOJIOCTh MAaTKH M COXpaHsAET 3(PPEKTUBHOCTH B T€UYECHUE & JIET 1O
MOKa3aHUIO0 KOHTpAIENIMs U B TeueHue S5 ner mo mokaszanusM OMK 6e3 opranmdeckoit
[aToJIOTUH, NPOQUIAKTUKA THIEPIUIa3Ud SHAOMETPHs IpU IPOBEACHUU 3aMECTUTEIbHON
TOPMOHAJILHOW Tepanuu 3cTporeHamu. MHbopMmamus o cpokax yaaineHus wiu 3ameHsl BMC

npeJcTaBIeHa B OAIMyHKTe «Y nanenue/3ameHa BMCy.

CKopocTb BBICBOOO:KICHHSI JIEBOHOPrecTpena in vivo uepes 24 JTHs 1ociie BBECHHS COCTaBIIAET
npuOIN3UTENbHO 21 MKI/24 yaca ¥ MOCTENEHHO CHIKAETCs MPUOIM3UTENbHO 10 19 Mkr/24 yaca
yepes 1 rox, 1o 11 Mkr/24 yaca yepe3 5 net u 10 7 MKr/24 yaca yepe3 8 set. CpeHss CKOPOCTh
BBICBOOOXKICHHSI JIEBOHOPTECTpena — mpuOam3uTeabHo 20 MKr/24 gaca B TeUEHHE NEPBOTO
rona, 15 Mkr/24 qaca B TeueHHUe MepBbIX 5 et u 13 Mkr/24 yaca B TeUCHHE CPOKA MPUMCHECHHS

1o 8 net (cM. pazzaen 5.2).

Oco0ble rpyInbl NALUEHTOB

Tayuenmku nodtcunozo eospacma
BMC Mupena He u3ydaliach y KEHIIUMH cTapuie 65 yer, moatomy npumeHenne BMC Mupena

HC PCKOMCHAYCTCA JIA JJAaHHOM T'pyHIIbl ITAITUCHTOK.

Iayuenmku ¢ Hapywenuem yHKYuu nevyenu
BMC Mupena npoTHBOINOKa3aHa EHIIMHAM C OCTPbIMU 3a00JI€BaHUSIMU WIH OIyXOJSIMHU

nedyeHu (cm. pasnen 4.3).

Iayuenmxu ¢ Hapywenuem gyukyuu novex

BMC Mupena He u3yyajiach y HallU€HTOK C HAPYLUICHUAMHU (PYHKLUHU ITOYEK.

eTH
be3zonacuocts u 3 pexruBHOCTS TpuMeHeHnss BMC Mupena y n1eBouek-1moapocTkoB 1o 18 et
Ha JaHHBIH MOMEHT He ycTaHOBJieHbl. HeT mokazanuii nna npumenenuss BMC Mupena no

MCHapX¢e (YCTaHOBJ'IeHI/IH MCHCTPYaJIbHOI'O I_II/IKJ'Ia).

Cooco0 nnpuMeHeHus

BMC MupeHna BBOAUTCS B ITOJIOCTh MATKH.

Beeoenue, yoarenue u 3amena BMC
Pexomennyercs, utoOs1 BMC MupeHna ycraHaBIuBall TOJIBKO Bpay, UMEIOIIUI ONBIT paboThI €
nanHor BMC unmu Xopo1io o0y4eHHBIH BEIIOTHEHUIO 3TOH MPOIEAYPHI.

Beeoenue BMC
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VY skeHIUH pernpoaykTuBHOro Bospacta BMC Mupena cienyer BBOAUTH B MOJOCTh MaTKU B
T€UeHHE 7 IHEW OT Havajla MEHCTPYalluHu.

BMC Mupena mosxeT 6b1Th 3aMeHeHa HoBoit BMC B 110001 IeHb MeHcTpyasibHOTro nukia. BMC
TaKXKe MOXeT OBITh YCTaHOBJIEHA HEMEUIEHHO TMociie abopra B TIEPBOM TPHMECTpE
OepeMEHHOCTH IIPU YCIIOBUU OTCYTCTBUS BOCHAIUTEIbHBIX 3a00I€BaHUM [TOJIOBBIX OPIaHOB.
Brenennie BMC Mupena B mociepo/I0BOM NEPUOJIE CIEAYET MPOBOIUTH TOJIBKO MOCIE MOTHON
WMHBOJIOLIMA MaTK{, HO HE paHee, yeM uepe3 6 Heaenb nocie pojaoB. [Ipu mpoaomkuTenbHoi
CyOMHBOJIOIIMM MAaTKH HEOOXOAMMO HMCKIIOYHTh IOCICPONOBBIA HSHIOMETPUT U JpyTue
IPUYUHBl 3HAUYUTEIBHOU 3aJE€pKKH WHBOJIOLMKM WU OTJIOXKHUTH perieHue o BBeneHuu BMC
MupeHa 10 3aBepllieHUs] UHBOJIOLUUU MaTKu. BBHUAY BBICOKOTO pucka mnepdopanuyd MaTKu B
MOCJIEPOOBOM Iepuoie, npeanoururesnbHo BBeaeHne BMC Mupena uepe3 12 Henenb mnocie
pOAOB.

B ciydae 3arpynaenuit npu ycranoke BMC n/unm oueHb CHIIBHOM 00JTH HITH KPOBOTEUCHHSI B
TE€YEHHE WM TOCIe MPOLETyphl CIeAyeT NPUHATH BO BHUMaHHE BO3MOXKHOCTh nepdopanuu u
MPUHATH COOTBETCTBYIOIIME MEPbI, TaKHE KaK (PU3UKAIbHOE 00CIET0BaHUE U YIBTPa3BYKOBOE
uccnenosanue (Y3N1).

Jns  npoQuIaKTUKK TUNEpIUTa3ud  dHIoMmeTpus mpu npoBeaennu 3T mnpenapatamu,
COJIEpXKAIUMHU TOJIBKO 3CTPOTreH, Yy >KeHImuH ¢ ameHopeer BMC Mupena moxker OBbITh
YCTaHOBJIEHa B JII000€ BpEeMs; y JKEHIIMH C COXPAaHEHHBIMM MEHCTPYalUsIMH YCTAaHOBKY
MIPOU3BOAAT B OCIIEIHUE JHU MEHCTPYaJIbHOTO KPOBOTEUECHHS MIIM KPOBOTECUEHUS! KOTMEHBDY.
Wnorpa mocne Beenenuss BMC nHaGmogatoTcst 605b, TOJOBOKPYKEHHE, MOTOOTHAEICHUE WU
0JIeTHOCTh KOYKHBIX MMOKPOBOB. JKeHIIMHAM PEKOMEHYETCs OTAOXHYTh B TEUEHHUE HEKOTOPOTO
BpeMenu nociie BBenenuss BMC Mupena. Eciii mociie mosry4acoBoro nmpeObIBaHMsI B CITIOKOHHOM
MOJIOKEHUU 3THU SIBJICHUS HE MMPOXOAT, BO3MOKHO, YTO BHYTPUMATOYHASI CUCTEMA HEMTPaBUIIbHO
pacrionoxxeHa. JIolkHO ~ OBITh  MPOBEACHO TMHEKOJIOTHYECKOe OOCIeOBaHUE;, NpHU
HEOOXOJUMOCTH CHUCTEMY YAANSAIOT. Y HEKOTOPBIX >KeHUIMH npuMeHeHne BMC Mupena
BBI3bIBAET KOJKHBIE AJJIEPTUUECKHUE PEAKIIUH.

[Ipumenenne BMC pekoMeHayeTcs sl )KESHILWH, UMEIOIINX B aHAMHE3€ XOTs Obl OTHU POJIBL.

BMC Mupena He npuMeHsieTcst U1sl IOCTKOMTAIbHOM KOHTPALETILINH.

Tloozomoska k 6sederuro

[IpoBenuTe TrHHEKOJIOrMYECKOE OOCIeAOBaHME MJIs MCKIIOYEHHsS MPOTHUBOMNOKA3aHUM K
ycranoBke BMC Mupena,B Tom uucie OepeMeHHocTH (cM. pazznen 4.3 u mopapasnen

«MenuIHCKIE OCMOTPBI/KOHCYIbTAINI» B pazjaene 4.4).
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e Busyanusupyiite meiky MaTku ¢ TOMOIIBIO 3epKall U TIOJHOCThI0 00paboTaiiTe menKy
MaTKHU U BJarajuile pacTBOPOM aHTHCENTHKA.

e [Ipu HEOOXOIMMOCTH BOCHOIB3YHTECH TOMOIIIBIO ACCUCTEHTA.

e 3axBaTHTE MEPEAHION I'y0y IIeHKN MaTKy munuamu. OCTOpOXKHOM Tpakuue MmunaMu
BBINPSMUTE LIEPBUKAIBHBIN KaHal. [I{Unis! 10IKHBI HAXOAUTHCS B 9TOM IOJIOKEHUH B
TeueHue Bcero BpemeHH BBeneHus BMC Mupena miis oOecniedeHHs: OCTOPOKHOM
TPAKLUH MIEHKA MAaTKA HaBCTPEYy BBOJUMOMY UHCTPYMEHTY.

e  OCTOpOXHO MPOJBUTasi MAaTOYHBIM 30H] Yepe3 MOJOCTh KO JIHY MaTKH, ONpEeAesnuTe
HalpaBJIEHUE LEPBUKAIBHOIO KaHajla M TIyOMHY IOJIOCTH MATKHM (paccTOsHHE OT
Hapy>KHOTO 3€Ba JI0 THA MaTKH ), UCKJIIOUUTE NEPEropoiKH B MOJIOCTH MAaTKH, CHHEXUH U
HOJCIU3UCTYI0 GuOpoMy. JKeHIIMHA MOXKET YyBCTBOBATh BBEICHUE CUCTEMBI, HO OHO HE
JIOJDKHO BBI3BIBATH Y HEE CHIIbHOM 00iH. B citydae, eciii nepBUKaIbHBIN KaHAJ CIUIIKOM
Y3KMH, PEKOMEHIYyeTCd pACIIMpeHHe KaHajga M, BO3MOXKHO, IIPUMCHCHHE
00e300/IMBAIOIIMX TpenapaTtoB (aHaJIbI€TUKOB)/MapalepBUKaIbHOM Onokagsl. B
HEKOTOPBIX CIIy4asx y MalMEHTOK MOXeT OBITh CTEHO3 IIepBUKAIBHOTO KaHama. He

ClelyeT NpPUMEHATh H30bITOuHOEe ycunue npu BBeaeHun BMC Mupena takum

HalUeHTKaM.
Beeoenue
1. Bcxkpoiite crepunbayto ynakoBky (Pucynox 1). [ocne aToro Bce MaHUMyIsILUNA

CJICOYCT NPOBOAUTE C UCITIOJB30BAHNEM CTCPHUIIbHBIX HHCTPYMCHTOB U B CTCPUJIBHBIX

nepyaTKax.

Pucynox 1
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YkaszarensHoe Tpy6ka PykoATka C
KonbL O NpoBOAHWNKaA € BeryHok HUTAMA
nopLiHem n BHYTPW
LUKanoM
2. OtonBUHBTE OETYHOK BIepe/l 110 HaMpaBJIECHUIO CTPEIKH B caMoe JAajibHee MOJI0KeHne

U1 TOrO, 4ToOB! BTSIHYTh BMC BHYTpB TpyOKH npoBogHMKa (PucyHOK 2).

Pucynok 2

BAXKHASA NTHOOPMALIUSA!
He mnepememaiiTe OeryHOK IO HalpaBlICHHIO BHHU3, TaK KakK 3TO MOXET MPHUBECTH K
npekIeBpeMeHHOMY BbicBOOOkneHn0 BMC Mupena. Ecnu 3T0 nipou3oiiier, cuctemy OyaeT

HEBO3MOKHO BHOBb IIOMECTUTH BHYTPb ITPOBOJHHKA.
3. VYnaepxxuBass O€ryHOK B CaMOM JajbHEM IIOJOXKEHHUH, YCTaHOBHTE BepXHMIl Kpaii
YKa3aTeJIbHOI0 KOJIbLIAa B COOTBETCTBUU C U3MEPEHHBIM 30HIOM PAaCCTOSHUEM OT Hapy’KHOTO

3eBa A0 qHa MaTku (PucyHok 3).

Pucynok 3
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[OnuHa maTtkn
no 3oHQy

4. [Iponomxkast ynepkuBaTb OETYHOK B CaMOM [JaJibHeM TMOJIOKEHUM, IIPOJIBUTANTE
MPOBOJHUK OCTOPOKHO Yepe3 IePBUKAIBHBIN KaHAl B MaTKy IO T€X IOp, MOKa yKa3aTelbHOe
KOJIBIIO HE OKaXKETCs Ha paccTosiHuuU okoiio 1,5-2,0 cm ot meiiku matku (PucyHok 4).

Pucynok 4

1,5-2,0 cm

BAKHAS UHO®OPMAIUA!
He mnpoapsuraiite mnpoBoaHuk c¢ ycunueM. Ilpu HeoOXoAMMOCTH clelyeT pacIlupUTh

LEPBUKAJIbHBIA KaHAJL.
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S. Jlepa NpPOBOJHUK HEMOJBH)KHO, OTOABMHbTE 0€ryHOK A0 METKH Ji PACKPHITHS
ropu3oHTanbHBIX MIed BMC Mupena (Pucynokx 5). Ilomoxmure 5-10 cekyHm, moka
TOPU30HTAJIbHBIE TJICYH OJTHOCTBIO HE PACKPOIOTCS.

PucyHok 5

6. OcTopoKHO MPOABUTANTE TPOBOJHUK BHYTPD JI0 TEX MOP, IOKA YKA3aTeJAbHOE KOJIbIO
He CONPHUKOCHeTcs ¢ meiikoii Mmatkn. BMC Mupena nopkHa HaxOIWUTHCS B JIHE MAaTKH

(PucyHox 6).

Pucynok 6

7. YaepxuBass TPOBOAHHK B TOM K€ TOJIOKeHUH, BbicBoOoaute BMC Mupena,

nepeABUHYB 0er'yHOK MaKCHMAaJbHO BHM3 (pUCYHOK 7). YaepxuBasi OETYHOK B TOM XKe
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MOJIOKEHUHU, OCTOPOXKHO YIAIUTE MPOBOJHUK, TMOTSHYB 3a HEero. OTpexXbTe HUTH TaKUM
00pa3oMm, yTOOBI UX JIIMHA COCTABJIsIA 2—3 CM OT HapYKHOIO 3€Ba MATKH.

Pucynok 7

BAKHASA UTH®OPMALIUA!

Ecnu y Bac ectb cOMHEHUS, 4TO CUCTEMA YCTaHOBJIEHA IPaBUIIbHO, IPOBEphTE NojoxkeHue BMC
Mupena, Hanpumep, ¢ omorbio Y3 unu, ecau HeoOX0oauMo, YIadUuTe CUCTEMY W BBEIUTE
HOBYIO, CTEPWJIBHYIO CUCTEMY. YJAJINTE CUCTEMY, €CIM OHA HE IIOJHOCTBHIO HAXOAWMTCSA B

IIOJIOCTH MATKH. VI[aJIeHHaH CHUCTCMaA HC JOJIKHA TOBTOPHO UCIIOJIBL30BATHCA.

Yoanenue/3amena BMC

VYaanaior BMC MupeHna myTeM OCTOPOKHOTO BBITATHBAHUS 32 HUTH, 3aXBAYCHHBIC IIUTMIIAMU
(PucyHoxk 8).

Pucynok 8
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Hosas BMC Mupena MOXeT ObITh yCTaHOBJICHA Cpa3y MOCIIE yAaIeHUs MPEAbIIYIICH.

[Tocne ynanenuss BMC Mupena ciieyeT npoBepuTh CUCTEMY Ha MPEIMET LETOCTHOCTH.

Kommpayenyus

Cucremy cnefyet yAaJIUTh WU 3aMEHUTh Yepe3 § JIET MOCJe YCTaHOBKH.

B ciydae HeoOX0quMOCTH JalIbHEHIIIeH KOHTPAIICTIIINY Y KSHIITUH PerpoIyKTUBHOTO BO3pacTa
yaanienne BMC crnemyer BBIOJHUTH B T€UEHHE 7 JIHEW TMOCJE Hadajga MEHCTpyallud MpH
YCIJIOBHM, UTO Y )KE€HILIMHBI PETYJISIPHBbIE MEHCTPYalUnu. Eciiu cuctema yaasercs B Ipyroe BpeMst
LUKJIA, UM Y KEHIIMHbI HEPETYIISIPHbIE MEHCTPYAllH, U B TEUEHUE NMPEIIIECTBYIOUIEH HEAEIN
OBLT TIOJIOBOM KOHTAKT, KCHIIWHA IOABEpraeTcsi pPHCKy 3abepemeHeTh. [l obecriedeHHs
HeTpepbIBHON KOHTpamenuun HoBass BMC momkHa ObITh BBEJEHAa HE3aMETUTEIHHO IOCIE
yaanenust npeasiaymern BMC, wim gomxkeH ObITh MHHIIMUPOBAH aJbTEPHATHBHBIA METOJ

KOHTpALICTIIUH.

OMK 6e3 opeanuueckou namonocuu

B cmydae Bo3oOHOBieHust cumntomoB OMK 0e3 opraHmdeckoil MmaToJIorud HEOOXOIUMO
ynanmute BMC Mupena win 3aMEHUTh €€ HOBOM cUCTEMOW. B ciyyae OTCyTCTBUS CUMITOMOB
no ucreueHun 5 et npuMeHenuss BMC Mupena, MOXHO paccMOTPETb BO3MOXHOCTh
JabHEHIIEro NCIOIb30BaHUs TaHHON cucTeMbl. CucTteMy HEOOXOAMMO 003aTeNbHO YAAIUTh

WJIM 3aMEHUTD MO UCTEUEHUH 8 JeT IIPUMCHCHUA.

IIpogpunaxmuka eunepniazuu 3HOOMemMpus NPU NPOBEOCHUU 3AMECMUMENbHOU 2OPMOHANLHOU
mepanuu (31'T) acmpozenamu

Cucremy cnefyer yAaJIUTh UK 3aMEHUTh Yepe3 5 JIeT Mocje YCTaHOBKH.

Vnanstor BMC MupeHa myteM OCTOPOKHOTO BBITSTHBAHUS 32 HUTH, 3aXBaYCHHBIC IIMUITIIAMHU.

[TpunosxkeHne upe3MepHON CHIIBI BO BpEMS yIalI€HUs CUCTEMBI MOKET IPUBECTHU K €€ TIOJIOMKE.
9
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[Tocne ynanenuss BMC Mupena ciieyeT npoBepuTh CUCTEMY Ha MPEIMET LETOCTHOCTH.

IIpu TpynHocTsix ¢ yaaineHueM BMC oTMedanuch €IMHUYHBIE CIIy4ad COCKAJIb3bIBAHUS
TOPMOHAIIFHO-3JIACTOMEPHOI CepALIeBIHBI HAa TOPU30OHTAIbHBIE TUIeun T-00pa3HOTo KopIiyca, B
pe3ysbTaTe 4Yero OHU CKpbIBAIMCHh BHYTpU cepaueBuHbl. Kak Tosbko nemnoctHocte BMC
MOATBCPKIACHA, JOITIOJIHUTEIBHOI'O BMCIIIAaTCJIbCTBA JaHHast CUTyalusa HE Tpe6yeT.
OrpaHuuuTeny Ha TOPU3OHTANBHBIX IUIEYaX OOBIYHO MPEAYyNpPEKIAI0T IMOJIHOE OTHAEJICHHE
cepaueBuHbl oT T-o0pa3Horo koprmyca.

Ecimu Hutu He BUJHBI, PaCIIOJIOKCHUC CUCTCMbI ONPCACIACTCA C MTOMOIIBIO YJIBTPAa3BYKOBOI'O
WCCJICOBAHUS WIH JIpyroro merona. Eciaum cucrema HaXOaUTCsl B MOJIOCTH MATKH, OHA MOXXET
OBITH yJaJIeHa C TOMOIIBIO Y3KUX XUPYpruueckux mumnioB. [Ipu aTom MoxeT moTpedoBaTbes
paciivpeHre KaHamna melku MaTKU WIH IPYroe XUPypruueckoe BMEIIaTeIbCTBO.

Ecmu JKCHIMHA XO4YCT NPOA0JIKATH MPUMCHCHHUEC TOT'O K€ MCTOZA, HOBAsA CUCTCMa MOXKECT GBITB

yCTaHOBJICHA Cpa3y MOCe YIaICHUS MPEIbIAYIICH.

Ykazanua no obpawenuio u ucnoib308aHuI0

BMC Mupena nocraBisieTcsi BMECTE€ C MPOBOJHMKOM B CTEPUIBHOM YIAKOBKE, KOTOPYIO
BCKPBIBAIOT TOJIBKO HENOCPEACTBEHHO IIepel] YCTAHOBKOM BHYTPUMATOYHOW CUCTEMBI.
Heo0xonnmo coOimonaTh mpaBuiia aceNTUKU TPU 0OpamieH!: CO BCKPBITOH cucteMoil. Hemp3s
NOJIBEpraTh CUCTEMY MOBTOpHOU ctepuiuzanuu. BMC Mupena npenHazHadeHa TOJIBKO IS
oAHOKpaTHOro npumeHenus. Henp3s ucnons3oBate BMC MupeHa, eciii BHYTpEHHSIS yIIaKOBKa
NOBpeXaeHa uiau OTKpbITa. Henb3s ycranaBnuBate BMC MupeHa mo HCTEYEHHHM CpOKa
TOJHOCTH, YKa3aHHOI'O HA YIIaKOBKE.

Eciyn crepunibHOCTh YNAaKOBKU KaxkeTcsi HapylueHHoi, BMC criemyer yHUYTOXUTH Kak
MEIUITUHCKHIE OTXOBI (CM. pasnen 6.6).

BMC Mupena nocraBisieTcsi ¢ NaMsITKON uisi mosib3oBaTenst B ynakoBke. [locie BBeneHus

CHUCTCMbI HGOGXOIII/IMO 3aIlOJIHUTh MaMATKY IJIF MMOJIB30BATCIIA U BBIAATH €€ MAIUCHTKC.

4.3. IlpoTuBONOKAa3aHUS

e [unepuyyBCTBUTENHHOCTH K JICBOHOPTECTPETY UITH K IFOOOMY M3 BCIOMOTaTeIbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pasjeine 6.1.

e bepeMeHHOCTh WM MOJ03peHUE Ha Hee (cM. pasnen 4.6).

e OcTpble WIH PEIUAUBUPYIOIINE BOCTIATUTENBHEIE 3a00I€BaHIsI OPraHOB MAJIOTO Ta3a.

e UHdexun HaApYKHBIX U BHYTPEHHHUX MOJOBBIX OPTAHOB.

e [locnepoaoBslil S HIOMETPHUT.

e (Cenruueckuii abOpT B TeUCHHUE 3 TIOCIETHUX MECSIIEB.
10
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e IlepBunur.

e 3aboseBaHus, COMPOBOXKIAIOUINECS MOBBIIIEHHON BOCIPUUMUYUBOCTHIO K HH(PEKIIHSIM.

e Jlucmmazus menKd MaTKH.

e J[marHOCTHUPOBAHHBIE WM MOJ03PEBAEMBbIE 3I0KaYECTBEHHbIE HOBOOOPA30BaHUSI MAaTKU WU
HIEHKA MAaTKH.

e J[MarHOCTHUpPOBAaHHBIE MPOTeCTareH3aBUCUMbIE OIYXOJW WJIM MOJO3PEHUE HAa HUX, B TOM
YHCIIe PaK MOJOYHOMU Kee3bl.

e KpoBoTedeHue u3 NoJIOBbIX MyTEH HESICHOM 3THOJIOTUH.

e BpoxaeHHbIie WK TPUOOPETECHHBIE aHOMAJIMH MATKH, B TOM YHCiIe (PHOPOMHUOMBI, BETYIITHE
K JeopMaluy MOJI0CTH MAaTKH.

e Ocrtpble 3a00JI€BaHUs WIH OIYXOJIH EUEHHU.

e BMC Mupena He u3ydanach y JKE€HIIMH cTapiie 65 neT, nostomy npumenenne BMC Mupena

HE PEKOMEHYETCs ISl JAHHOM TPYIIIBI MAIUEHTOK.

4.4. OcoOble yKka3aHHs M MepPbl PEJOCTOPOKHOCTH IIPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipu mepednciIeHABIX HIKE 3a00JIeBaHUSX/COoCTOSTHUSAX/pakTopax prucka BMC Mupena crneayer

NPUMEHSTH C OCTOPOXKHOCTBIO MOCIIE KOHCYJBTAINN CO CIIEIUAIACTOM:

— BPOXKICHHBIC MMOPOKH CepJilia WK 3a00JeBaHMs KJIAlaHOB cepiia (BBUIY PHUCKA Pa3BUTHUS
CENTHYECKOT0 YHIOKAP/INTA);

—  caxapHbIid quader.

Crnemyer oOCYyAWTH 1€JIeCOOOpPA3HOCTh YAAJICHUS CHUCTEMBl TNpPU HAJIWMYUK WX TEPBOM

BO3HUKHOBEHHUH JIIOOOT0 U3 MEPEUUCIICHHBIX HIDKE 3a00J1€BaHNI/COCTOSAHUI/(aKTOPOB pHUCKa:

MUT'PEHb, 04aroBasi MUTPEHb C ACUMMETPUYHOM [TOTEPEU 3pEHUS UIIU IPYTUMU CUMIITOMAMU,
YKa?;I)IBaIOHII/IMI/I Ha npexoz[suuylo HIIEMHIO I'OJIOBHOI'O MO3Ta,

— HEOOBIYHO CHJIbHAS FOJIOBHAS 00,

—  KeJNTyXa;

— BBIPOKEHHAS apTepHajbHAs THIICPTCH3HUS;

—  TsDKeJble HapyIIEHUs] KPOBOOOpAILIEHHs, B TOM YHCJIE HHCYJIBT U MH(APKT MUOKap/a.

BBuny pucka pasButus OakrepuaibHOro sHAokapauta BMC Mupena ciemyer NMpUMEHSATH
TOJIBKO II0 CTPOTMM IIOKAa3aHUSAM IIPUM HAJIWYUU B HACTOSINEE BpPEMs BPOXKICHHBIX HIIU

HpI/IO6peTeHHLIX IIOPOKOB CepAlia NI ITOPOKOB KJIAITaHOB.
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CMEPTHOMY OTYETY

JleBoHOprecTpel B HU3KUX J03aX MOXKET BIMATH HAa TOJIEPAHTHOCTB K IIFOKO3€, B CBSA3U C YEM €€
KOHLICHTPALMIO B IIJJa3M€ KPOBH CJEAYET PETyJISIPHO KOHTPOJIUPOBATH Y JKEHILIUH C CAXapHBIM
nuaberom, npumensomux BMC Mupena. Kak mpaBuiio, KOppeKIuu 10361 TUHIOTIUKEMHYECKUX
npenapaToB He TpeOyeTcs.

Hekoropeie mnposiBieHHMs MOJMIO3a WM paka »HHAOMETpUS MOTYT MacCKHpOBAaTbCS
HEPETYJSPHBIMU ~ KpOBOTEUEHHSIMU. B Takux ciydasx HeoOXOOuMO JIONOJHUTEIbHOE
oOcrenoBaHue A7l YTOUHEHUS AUAarHo3a.

BMC Mupena He ciefyeT paccMaTpUBaTh Kak METO IIEPBOTrO BBIOOPa B MOCTMEHOIAY3aIbHOM
NIepUo/Ie Y )KEHIIMH C BBIPAXCHHOU aTpopHueil MaTKH.

Nmeromuecs naHHble CBUACTENBCTBYIOT O TOM, 4TO puMeHenrne BMC MupeHna He yBeTMYnuBaeT
PUCK Pa3BUTHSI paKka MOJIOYHOM KEJI€3bl y AKEHIIUH B IOCTMEHONAay3aIbHOM [IEPUOJIE B BO3pacTe
10 50 ner. B cBsi3u ¢ OrpaHUYEHHBIMU JaHHBIMH, MOJTYYEHHBIMU B XoJie uccieaoBanuss BMC
MupeHa 1o MNoka3aHUIO «IPOQUIAKTHKA TUIEPIIA3UU SHAOMETpUs mnpu nposeaeHun 3T
3CTPOreHaMM», PUCK BOSHUKHOBEHHUSI paka MOJIOUHOM xeje3bl npu npumeHennn BMC Mupena
M0 JAHHOMY TOKa3aHUIO HE MOXET OBITh MOJTBEPK/ICH WJIH OTIPOBEPTHYT.

Menunuuckue 0CMOTPbI/KOHCYIIBTALIUY

[epen ycranoBkoit BMC MupeHa xeHIuHY clieayeT nponHpopMupoBath 00 3¢ deKkTuBHOCTH,
pUCKax ¥ HEXeJaTelnbHbIX peakiusax npumenenuss BMC. Crnemyer mpoBectu oOmiee u
TUHEKOJIOTHYecKoe oO0cieoBaHue, BKJOYaioniee oOcCieoBaHUME OpPraHOB MaJloro Taza M
MOJIOYHBIX Jkene3. [Ipy HeoOX0MMOCTH M0 PEIIeHUI0 Bpaya CeIyeT MPOBECTH UCCIIEeIOBaHHIE
Ma3Kka M3 1meiku MaTku. Creayer MCKIIOUNTh OEPeMEHHOCTh U 3a00JIeBaHMs, MepeaaBacMble
MOJIOBBIM IYTEM, a BOCHAJMTEIbHBbIE 3a00JIEBaHHS OpPraHOB MAJIOTO Ta3a JOJKHBI OBITH
MOJIHOCTHIO m3JeueHbl. HeoOxomammo mnpemaynpenuts mnanueHtky, 4yto BMC Mupena He
npenoxpansetr oT BUU-undexunu u npyrux 3a00ieBaHui, MepeaaroInXxcs OJOBBIM TyTEM.
OmnpenensioT MoyIoKeHNe MaTKU U pa3Mepsl ee mojaocTH. [Ipu He0OX0IUMOCTH BU3yalIn3alluu
Matku mnepen BBenenuem BMC Mupena crnemyer mpoBectn Y3UW opraHoB manoro Tasa.
Ocob6eHHO BaykHO MpaBmibHOE pacnonokenne BMC Mupena B 1He MaTKH, 4To 00ecCTieunBacT
pPaBHOMEpPHOE BO3JICHCTBHE I'eCTareHa Ha SHIOMETpPUM, mpeaynpexaaer skcnyibcuio BMC u
CO3/1aeT YCIIOBHs UId ee MakcuMaibHOM 3¢ddexkruBHOoCcTH. [losTOMy cremyeT THIaTeIbHO
BBIMOJHATh TpeOOBaHUA HHCTpyKuuu 1o BBeaeHHo BMC Mupena. IlockonbKy TeXHHKa
YCTaHOBKHM B MaTKe pa3Hbix BMC paznudHa, 0co00e BHUMaHUE ClieyeT oOOpaTUTh Ha OTPAOOTKY
MPaBUIIbHON TEXHUKHU YCTAHOBKU KOHKPETHON CUCTEMBI.

YcranoBka u ynanenue BMC Moryr compoBOXIAaTbCs —OINpPENEICHHBIMU — OOJIEBBIMU

OLYIIEHUSIMU U KpoBoTeueHueM. Ilpouemypa MokeT BbI3BaTb OOMOPOK BCIEACTBHE
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CMEPTHOMY OTYETY

Ba30BaraJlbHOM peakuu, OpaauKapInI0 WU CyT0POKHBIN MPUCTYI y MALMEHTOK C AIHIICTICUEH,
0COOEHHO MPH HATTMYUU NPEPACIOI0KEHHOCTH K IaHHBIM COCTOSIHUSAM WJIM B ClIydae CTEHO3a
LIEPBUKAJIBHOIO KaHaJa.

[NanenTke HEOOXOAUMO PEKOMEHIOBATh BO3JIEPKAaHHUE OT MOJIOBBIX aKTOB B TeueHHE 24 4acoB
nocine BBeZeHust B Matky BMC Mupena.

HekoToppie >KeHIIMHBI UCTIBITHIBAIOT 00JIb (HATTOMHHAIOITYI0 MEHCTpYalbHbIE 0OJIN) B TIEPBbIC
2-3 nenenu nocie ycraHoBkn BMC. Heo6xonumo pekoMeH10BaTh NallMEHTKE 0OpaTUThCS 3a
KOHCYJIbTAIlMEH, €CIM OHAa ONIyIIAeT CHIIbHYIO 0O0Jbh WM ecnu 00jb mpopoinkaercs Oonee 3
HEJIENb M10CIIE YCTAHOBKU CUCTEMBI.

JKenmuHy Hy»XHO TIOBTOPHO 00cieIoBaTh yepe3 4—12 Henenb mociie yCTaHOBKH, a 3aTeM | pa3
B I'OJ] WJIM Yalle NPU HAJINYUH KIMHUYECKUX ITOKA3aHUH.

BMC Mupena He npumMeHsieTcst U1sl IOCTKOMTAIbHOW KOHTPALETILINH.

Mo ycranoBku BMC MupeHa cineayeT UCKIIOUUTh NaTOJIOTUYECKUE MPOLIECCH] B AHIOMETPUH,
IIOCKOJIBKY B IIE€PBBIE MECALBI €€ IPUMEHEHMs YacTO OTMEYaloTCsd HEPETyJSPHBIC
KPOBOTEUCHMS/«MAXKYILIUE»  KPOBSIHUCTBIE  BBIACNEHUs. Takxke clelyeT HUCKIIOYUTh
NAaTOJIOTUYECKHUE MPOLIECCH B PHAOMETPUU IIPU BOSHUKHOBEHMM KPOBOTEUEHHUH IOCIE Hadaia
3I'T acTporeHamMu y >KEHILMHBI, KOTopass mnponospkaeT npumeHsT BMC Mupena, panee
YCTaHOBJIEHHYO JUIsl KOHTpauenuu. CoOOTBETCTBYIOIINE TUArHOCTUYECKUE MEPhl HEOOX0IUMO
IPUHATH TAKXKE, KOTJA HEPETYJSIPHbIE KPOBOTEYECHMs PA3BUBAIOTCA BO BpEMS JJIMTEIBHOTO
JICYEHUS.

Heuactrie KDOBOTG‘-IGHI/ISI/ aMCHOPEA

Heuactble kpoBoTeueHUss M aMeHOpes Yy JKEHIIMH (EepTUIBHOTO BO3pacTa pa3BUBAIOTCS
MOCTENEHHO, MpUMepHO B 57 % u 16 % cinyuyaeB B TeueHue nepBoro rojaa npumenenuss BMC
Mupena, coorBeTcTBeHHO. K KoHITy 8 roga npumenenuss BMC MupeHna HeuacTble KpOBOTEUEHHUS
U ameHopest Habmoxamuch y 26 % u 34 % manuMeHTOK COOTBETCTBEHHO. Ecimu MeHCTpyanuu
OTCYTCTBYIOT B T€UE€HHE 6 HEEIb NOCIIE Hayasla OCIeAHEW MEHCTPYyalliH, CIeTyeT UCKIIOYUTh
O6epemMeHHOCTh. [lOBTOpHBIE TECThl Ha OEPEMEHHOCTh MPH aMEHOpee HE 00S3aTeNbHBI, €CIH
OTCYTCTBYIOT JPYTH€ MPU3HAKUA OEPEMEHHOCTH.

Korma BMC Mupena npumMensitoT B komounaimu ¢ 31T scTporeHaMu B HEIPEPHIBHOM PEXKHUME,
y OOJIBIIMHCTBA KEHIIMH ITOCTENICHHO PAa3BUBACTCSI aMEHOPEs B TEUEHHUE TTEPBOTO TO/1A.

BocrnanurensHsle 3a001eBadns opranos Maigoro raza (B30MT)

TpyOka-npoBoguuk momoraer 3amutuTh BMC Mupena oT uHOUIMPOBaHUS BO BpeMs
YCTaHOBKH, a ycTpoicTBO il BBeaeHus BMC Mupena crenuanbHO CKOHCTPYMPOBAHO Tak,

9TOOBl CBeCTH K MHUHUMYMY puck wuHpekuun. B3OMT y KeHIMH, NPUMEHSIONNX
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CMEPTHOMY OTYETY

BHYTPUMATOUYHYIO KOHTPALCIIINIO, YacTO OOYCIOBICHBI HH(DEKIUAMH, TIePEIArOIIHMHUCS
MIOJIOBBIM ITyTEM. Y CTAHOBJIEHO, YTO HAJIUYME HECKOJIBKHX ITOJIOBBIX TAPTHEPOB Y KEHILUHBI MU
HECKOJIbKUX TOJIOBBIX MApTHEPOB y MapTHEpa >KCHIUHBI sBsieTcs ¢pakTopoMm pucka BZOMT.
B3OMT MoryT uMeTh cephe3HbIC MOCIEACTBUS: OHU CIIOCOOHBI HApyIIATh PEMPOIYKTHBHYIO
(YHKIMIO ¥ MOBBIIIATH PUCK SKTOMUYECKON OEPEMEHHOCTH.

Kak u npu Apyrux ruHeKOJIOTHYECKUX WIH XUPYPrUUYecKUX Mpoueaypax, Tskenas HHGEKIus
WIM Ccemncuc (BKIIOYash CTPENTOKOKKOBBIA CETNCHC TPyHmbl A) MOXET pa3BUBATHCS IOCHE
yctanoBku BMC, x0T 3T0 cityyaeTcsi KpailHe peaKo.

[Ipn peunmusupyromem sHaomerpure nian B3OMT, a Taxkke Nmpu TSHKEIbIX WIM OCTPBIX
WHDEKIUAX, PE3UCTEHTHBIX K JICYCHUIO B TeUeHHE HecKoJabkux nuerd, BMC Mupena nomkHa
ObITh yaaneHa. Ecnu y »kKeHIUHBI TOSABUIIACKH IOCTOSIHHAS 00JIb B HIDKHEH YacTH )KUBOTA, O3HOO,
IUXOpaaKa, 00k, CBSI3aHHAS C IMOJIOBBIM aKTOM (IHCIIApPEYyHUs1), JITUTENbHBIC WIH OOWIbHBIE
KPOBSTHUCTHIE BBIJICJICHUS/KPOBOTCUCHUE U3 BIIAraJIdIa, U3MEHECHUE XapaKTepa BhIICICHUN U3
BJIArajuina, cieAyeT HEMEIJICHHO MPOKOHCYIbTUpPOBaThCs ¢ BpauyoMm. CunpHas Ooib WM
MOBBIILICHUE TEMIIEPATYpPbl, KOTOPbIE MOSIBISIOTCS B CKOPOM BpeMEHHU mociie ycTtaHoBku BMC,
MOTYT CBHJICTEIILCTBOBATh O HAJIMYUHU TSDKENIOW WH(GEKIHH, KOTOPYI HEOOXOAUMO JICYHTh
He3aMeUINTeNbHO. Jlake B ciydyasix, KOIJa JIMIIb OTIEJIbHBIE CHMIITOMBI YKa3bIBalOT Ha
BO3MO>KHOCTh MH(EKIUH, IOKa3aHbl OAKTEPUOIIOTUYECKOE UCCIIET0BAHNE U MOHUTOPHHT.
OKCIYJIbCUS

CokpallleHrs MBIIIL MaTKA BO BpEMsi MEHCTpyaluid HHOTAA MPUBOAAT K cmenieHnto BMC nnmn
JlaXXe K BBITAJKUBAHUIO €€ W3 MAaTKHU, YTO MPUBOJUT K MPEKPALIECHUIO KOHTPALCITHUBHOTO
nerctBus. Bo3MokHBIE TPU3HAKM YACTUYHOM WM TIOJHOW SKcmysbcuu Joboir BMC —
KpOBOTEeUEHHE U 00J1b, 01HaKO BhINaieHne BMC MupeHa Takxke MOKeT TPOU30UTH He3aMETHO.
[Tockonpky BMC Mupena ymeHbIIa€T MEHCTPYaIbHYI0 KPOBOIIOTEPIO, €€ YBEIUUECHUE MOXKET
yKa3bIBaTh Ha 3kciynbcuio BMC.

Puck sKkcmyIbCUUM TOBBIIICH:

- Y )KCHIIUH C OOMJIbHBIM MEHCTPYaIbHbIM KPOBOTEUCHHEM B aHAMHE3E;

-y xeHmmH ¢ MMT Bbllle HOPMAJIBHOIO HAa MOMEHT BBEIEHHMS; 3TOT PUCK IMOCTENEHHO
yBenu4uBaercs ¢ ysenuuenuem UMT.

Heo6xoauMo mTpOKOHCYJIBTUPOBATh IKEHIIUHY O BO3MOXHBIX MPU3HAKAX OSKCIYJIbCUH U
MPOMHCTPYKTUPOBATh €€, Kak mnpoBepsiTh HUTH BMC Mupena. Crenyer peKOMEHII0BAaTh
JKEHIIUHE CBA3aThCS C JEYAIUM BpayoM B CIIyyae, €Cclid He yAAaeTCsl HAllylaTh HUTH, & TaAKXKe
u30erarth IMOJIOBBIX AKTOB WJIM MPUMEHSATh OaphepHBIE METOJbl KOHTPALCMIHU (TaKkue Kak

IpEe3epBATUBbI) 10 MOATBEPXKACHUA pacnionoxeHuss BMC Mupena.
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JKeHmpHe crnenyer pEeKOMEHJIOBAaTh IPUMEHATh THTMEHWYECKHE MNpOKIagku. B ciydae
IPUMEHEHHS TaMIIOHOB WJIM MEHCTPYaJbHBIX Yalll, 3aMEHY CJICAYyeT IPOBOAMUTH OYCHb
OCTOPO’KHO, 4TOOBI He BhITaUTh HUTH BMC Mupena.

YacTuuHas 3KCIyJIbCUS MOXKET YMEHbIINTh 3 dhexkrnBHocTE BMC Mupena.

Yactuuno Bemasmias BMC Mupena nomkHa ObiTh ynaneHa. HoBas cucrtema MoXxeT OBITH
YCTAHOBJICHA B MOMEHT ypaaideHusa npeabiaynied BMC npu  ycloBUM  HCKITIOUECHUS
OepeMEeHHOCTH.

Tlepdopanus v neHerpaus

[Tepdopanus nwnm neHeTpanus Tena win meiiku matku BMC MOryT npoucxoauTs B OCHOBHOM
BO BpEMsI BBEACHHUSI, XOTS MOTYT HE OOHApy>KUBAaThCS B TE€UEHUE HEKOTOPOrO BPEMEHH IMOCIE
BBeJleHUSI U cHUXaTh 3PdexktuBHOCT BMC Mupena. B 3Tux cnyuasx cuctemy cienyeT
ynamute. Ilpu 3anmepkke auarHoctupoBaHus mnepdopauru u  murpammmu BMC  wmoryt
HAOJIIOIaThCS OCIIOKHEHUS, TaKUE KakK CIalKW, MEPUTOHUT, KHUIIEYHAas HEMpPOXOAUMOCTD,
nepdoparys KUeyHnKa, abCecchl WiIN SPO3UH CMEKHBIX BHYTPEHHUX OPraHOB.

B kpynHOM NpOCTIEKTUBHOM CPaBHUTEIHLHOM HEUHTEPBEHIIHOHHOM KOTOPTHOM HUCCJIEIOBAHUU Y
x)eHmuH, npumeHstonmx BMC (N=61448 xeHmuH) ¢ nepuoaoM HabmoaeHus 1 ro, yactora
nepdopanuit cocrasmsna 1,3 (95% AU: 1,1 — 1,6) va 1000 BBeneHuil BO Bcell KOropte
uccnenosanus; 1,4 (95 % JAU: 1,1 — 1,8) na 1000 BBenenuii B koropte uccienoBanuii ¢ BMC
Mupena u 1,1 (95% AU: 0,7 — 1,6) ma 1000 BBegeHuwi B KOTropTe HCCIEIOBAaHUI C
Meabscoaepxkanmmu BMC.

[Tpu npoutennn nepuoa HaOMIOAESHHS 10 5 IET B HOATpYyIe AanHoro uccienosanus (N=39009
xeHIuH, npuMmenstonmx BMC Mupena uinm MeqHbId BHYTPUMATOYHBIM KOHTPALIENITHB)
yacToTa nepdopaiuu, oOHapy>KEeHHON B pa3HOE BpeMsl B TE€UEHHUE BCEro S5-JIETHEro mnepuoja,
coctasuina 2,0 (95 % JAW: 1,6 — 2,5) na 1000 BBeacHUIA.

HccnenoBanue npoaeMOHCTPUPOBAIIO, UTO KaK IPyAHOE BCKapMJIMBAaHUE HA MOMEHT BBEJICHUS,
TaKk ¥ BBeJeHue 10 36 Henenb mocie poJoB ObLIM acCOLMHMPOBAHBI C YBEIWYEHHBIM PUCKOM
nepdopanuu (cM. Tabmuiy 1). OTu (hakTophl pUcKa OBLIM MOATBEPXKICHBI B MOATPYIINE C 5-
JeTHUM TiepruoaoM Habmoaenus. O6a akTopa pucka He 3aBUCeNd OT TUNa npuMmensemoit BMC.
Taonuya 1. Yacmoma nepgpopayuit na 1000 eeedenuit ona eéceit KO20pmul UCCIE006AHUA C
nepuooom naodnwdenuna 1 200, cmpamugpuyuposannoe no pyoHoMy ECKAPMIAUBAHUIO U

épemenu nocie poooe npu eedeHuu (porxcasuiue HeceHuiunbl)

I'pynHoe BckapmiuBanue | Her rpynHoro
Ha MOMEHT BBEICHUS BCKapMJIMBAaHUSI HA MOMEHT

BBEICHUA
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Brenenue uepes <36 nenenp 5.6 1,7
MOCJIE POJIOB (95 % A1:3,9-17.,9, (95 % Au: 0,8 — 3,1,
n=6047 BBeICHMIA) n=5927 BBeICHMUIA)
Brenenue uepes >36 nenenn 1,6 0,7
MOCJIE POJIOB (95 % AU1: 0,0-9,1, (95 % Au: 0,5 -1,1,
n=608 BBeICHMIN) n=41910 BBeacHUI)

[oBblmenHslid  puck mnepdopanmu mnpu BeeneHnn BMC cymiecTByeT y JKEHIIMH C
(UKCHPOBAHHBIM HETPABUIHLHBIM MOJIOKEHUEM MAaTKH (peTpoBepcHeil u perpodiiekcueii).

Dkronnyeckass 0epeMEHHOCTh

JKeHmuHBl € HSKTONMUYECKON (BHEMaTOYHON) OEpeMEHHOCThIO B aHaMHe3e, IEepeHecIIne
Olepalyy Ha MAaTOYHBIX TpyOax WM MH(EKUUIO OPraHOB MaJIOro Tas3a, MOJBEp)KEHBI Ooee
BBICOKOMY PHUCKY SKTOIIMYECKOW OEpEeMEHHOCTH. BO3MOKHOCTD SKTONMNYECKON OepeMEeHHOCTH
ClelyeT YYHMThIBaThb B cllydyae OOJIM BHU3Y >KMBOTA, OCOOCHHO €CIM OHA COYETaeTCs C
IIPEKPALEHUEM MEHCTPYaLil, WM KOTJa Y )KEHIIMHBI ¢ aMEHOPEE HAaUMHAETCS KPOBOTEUEHUE.
YacroTa 3KTONMYECKOM OEPEMEHHOCTH B KIIMHUYECKUX UCCIIEA0BAaHMIX pH puMeneHnn BMC
Mupena cocrasisina npumepHo 0,1 % B roa. B kpynmHOM NpOCHEKTMBHOM CPaBHUTEIHLHOM
HEMHTEPBEHLIMOHHOM KOTOPTHOM MCCJIEIOBAHMU C TEpUOJOM HabmoaeHus | ron dvacrora
sKTOnMuYeckord OepemeHHocT npu mnpuMeHenun BMC Mupena cocrasiasiia 0,02 %.
AOGCOMIOTHBINA PUCK IKTONMNYECKON OEpeMEHHOCTH y JKeHIIUH, npuMenstonmx BMC Mupena,
sBigercs HU3KUM. OJHaKo, €ciu y JKEHIIUHBI ¢ ycraHoBieHHOM BMC Mupena HacTymaer
OepeMEeHHOCTh, OTHOCUTEbHASI BEPOSTHOCTH SKTOIMMYECKOW OEPEMEHHOCTH BBIIIIE.

[Toreps HuTEH

Ecnu npu ruHeKkonornyeckom ucciieioBaHuM HUTH 1715 ynanenuss BMC He yaaercst o0HapyKuTh
B 00J1acTH IMIEHKN MaTKH, HEOOXOAMMO UCKIIOUUTHh OepeMeHHOCTh. HUTH MOTYT OBITh BTSHYTHI
B IIOJIOCTh MaTKU MJIM KaHAJ IIEHKU MAaTKA U CTAHOBUTHCS BHOBb BUAMMBIMU I10CJIE O4EPEIHON
MeHcTpyaluu. Ecian 6epeMeHHOCTh MCKIIIOUEHA, MECTOPACIIONIOKEHNE HUTEH OOBIYHO yAaeTcs
ONPEACINTh C IOMOIIBIO OCTOPOKHOTO 30HAMPOBAHUS COOTBETCTBYIOIIMM HHCTPYMEHTOM.
Ecnu oOHapyXUTh HUTH HE yAaeTcs, BOZMOXKHA Tepopaiys CTEHKH MAaTKH MM SKCITYJIbCHUS
BMC u3 nosnoctu mMatku. YToObI ONpenennuTh NPaBUIbHOCTh PACHON0KEHUS CUCTEMBI, MOKHO
ucrnonb3oBath Y3U. B ciaydae ero HemOCTymHOCTH WM O€3YCHEIIHOCTH ISl ONPEACIICHHS
noxanm3zanun BMC MupeHna ucnonb3yroT peHTT€HOJIOTHYECKOE HCCIIEI0BAHUE.

KHcTBI AMYHUKOB

[Mockonbky koHTpamentuBHbIN 3pdekr BMC Mupena o0ycioBieH, ITaBHBIM 00pa3oM, ee

MECTHBIM JIEHCTBUEM, Y KEHIIMH (EpTUIHLHOIO BO3pacTa 0ObIYHO HAOIIOJAIOTCS OBYJISTOPHBIC
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IIUKJTBI ¢ pa3peiBoM (posutukyioB. MHorna arpesust posmiKyioB 3aepKUBaeTCsl, U MX pa3BUTHE
MOJKET MpoAoIKaThes. Takue yBenudeHHble (OJUIMKYJIbI KIMHUYECKH HEBO3MOXKHO OTINYUTh
OT KHMCT snyHHMKAa. O KHCTaX SMYHUKOB B KauecTBe IOOOYHOM peakiuu cooO0IIanoch
npubnu3uTensHo y 7 % sxeHumH, npuMeHsBimx BMC Mupena. B 6oibIuHCTBE c1y4aeB 3TH
(OJTMKYJIBI HE BBI3BIBAIOT HUKAKUX CUMITOMOB, XOTS MHOIJIA OHU CONPOBOXKIAIOTCS OOJIBIO
BHU3Y HBOTa WU OOJIbIO MPH MTOJIOBOM aKTe.

Kak mpaBuino, KMCTBl SMYHUKOB HCUE3AIOT CAMOCTOATEIBHO HA NPOTSHDKEHHH 2—-3 MECSLEB
HaOmronenus. Ecnu 3TOoro He mpoM30LUIO, PEKOMEHIYETCs MpOJODKATh HAONIOJCHHE C
nomouibio Y3U, a Takke npoBesieHUE JeUeOHbIX U AMATHOCTUYECKUX MeponpusaTuil. B peaxux
cilydasix MPUXOJUTCA NpuberaTb K XMpyprudyeckoMy BMEIIATENbCTRY.

IIpumenenne BMC Mupena B komOunarmu ¢ 3I'T scTporeHamu

BMC MupeHa MOXHO TPUMEHATh Y OKCHIUMH, TOJIYYalOUIMX MEepOopajbHblE WU
TpaHcaepMmaibHble npenapatsl st 31T, conmepikaimue Toiabko 3cTpored. llpu nmpumeHneHuun
BMC Mupena B KOMOMHAIIMM C ACTPOr€HAMH HEOOXOIWMO JIOMOJHUTEIBLHO YYHUTHIBATH

I/IH(I)OpMaI_II/IIO, YKa3aHHYIO B HHCTPYKIHWU IO IPUMEHCHNUIO COOTBCTCTBYIOIICTO 3CTPOrCHA.

BcrnoMorarenbHbBIE BEIIECTBA

T-o6pasznas ocnoBa BMC Mupena conepxut Oapus cyibdaT, KOTOPbIii CTAHOBHTCS BUIUMBIM

IMpUu pCHTTCHOJIOTMYCCKOM UCCIICIOBAHNH.

MepEhl IPeaOCTOPOKHOCTH BO BPEMS VIAICHHS CUCTEMBI

[IpunoxkeHne 4Ype3MEepHOW CHIIBI WM MCIIOJNB30BAHME OCTPBIX HMHCTPYMEHTOB BO BpeMs
yAQJIEHHUs] CUCTEMBI MOXKET MPUBECTH K ee mojomke (cM. pasnen 4.2). [locne yganennss BMC

MpupeHa cienyer IpoBEpUTh CUCTEMY HA IPEAMET LEIOCTHOCTH.

4.5. B3zaumogeiicTBHMe ¢ JAPYrMMH JIEKAPDCTBEHHBIMM IpenaparaMu W JApyrue BHAbI
B3aNMOJECHCTBUSA

Buausane apyrux JekapcTBeHHBIX penaparoB Ha BMC Mupena

Bo3MOXHO B3aMMOZCHCTBHE C JIEKAPCTBEHHBIMU IMperapaTtaMy, HHAYLIUPYIOIMAMH WA
UHTUOUPYIOIMMHM  MHKPOCOMaJIbHbIE (DEPMEHTHI II€YEHH, B pE3yJbTaTe YEro MOXET
YBEJIMYMUBATHCS UM CHUKATHCS KIIMPEHC MOJIOBBIX TOPMOHOB.

Bewecmea, ysenuuusaroujue Kiupenc 1e6oHopeecmpend, Hanpumep:

®eHutouH, O6apOUTypaThl, IPUMHJIOH, KapOaMaszenuH, pupaMIULUH, U, BO3MOKHO, TaKXKe
OKckapOazenuH, Tomupamar, ¢endamar, rpuzeodyiabBUH, a TaKKe Mpernaparhl, COACpIKAIINE

3BepOOOH TPOABIPSIBICHHBIH.
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BrnusiHre maHHBIX BemIecTB Ha KOHTpaunenTHBHYIO 3¢ dexkrnBHOcT BMC Mupena Hen3BecTHO,
HO TNIPEATOJAaraeTcsi, YT0 OHO HE MMEET Ba)KHOTO 3HAYEHUS B CBA3H C MECTHBIM MEXAHH3MOM
NEeNCTBUSL.

Bewecmea c pasnuunvim 61usHuem Ha KIUPEHC 1e60HOP2eCmpend.:

[Ipn coBMeCTHOM NPUMEHEHUHU C MOJIOBBIMM TOPMOHAMU MHOTME MHIHOWUTOpHI mpoTteas BIYU
win Bupyca renatuta C 1 HEHYKJI€O3HIHbIe HHTUOUTOPBI OOPATHOM TPAHCKPHIITA3bl MOTYT KaK
YBEJIMUYUBATh, TAK U YMEHBIATh KOHIEHTPALIMIO I'ecTareHa B IJIa3Me KPOBH.

Bewecmea, chudicarowjue KnupeHc 1egoHopzecmpend (UH2Uubumopbsl (pepmenmos), Hanpumep:
CunpHble u yMepeHHble UHTHOUTOpBl CYP3 A4, Takue kak a301bHbIe aHTUMUKOTHKY (HampuMep,
(hIyKOoHa30J1, UTPAKOHA30J, KETOKOHA30JI, BOPUKOHA30J1), BepanaMuil, MaKpoJuIbsl (Harpumep,
KJIApUTPOMULIMH, SPUTPOMULIMH), IWITHA3eM U TPeHN(PpPyTOBBIH COK MOTYT IOBBIIIATH

KOHIOCHTpPAIUHU IreCTarcHa B IjasmMe KpOBH.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALHA

bepemMeHHOCTD

[Tpumenenne BMC MupeHa npoTHBONOKa3aHO BO BpeMsi OEpEMEHHOCTH WM MOJO3pEHUH Ha
Hee (cM. pazzen 4.3).

bepemeHHOCTD y JKeHIINH, KOTOpbIM yctaHoBieHa BMC Mupena, siBnenue kpaiine peakoe. Ho
ecnu npousonwio BeinageHue BMC u3 nmosoctu MaTku, *EHIIMHA OOJIbLIE HE 3allMIIeHa OT
OEpEeMEHHOCTH U JOJDKHA MCIOJIB30BaTh JIPYrHMe METOJbl KOHTPALEHIMH 10 KOHCYJIbTALHH C
BpavoM.

Bo Bpemsa npumenenus BMC MupeHna y HEKOTOPBIX JKEHILIUH OTCYTCTBYIOT MEHCTpPYyaJIbHbIE
KpoBoTedeHHsl. OTCyTCTBHE MEHCTpYalluil He 0053aTEIbHO CIYKUT MPU3HAKOM O€pEMEHHOCTH.
Eciim y O>KCHIUMHBI HET MEHCTpyallMd M OJHOBPEMEHHO MMEIOTCS JApYyTHE IPU3HAKH
OepeMEeHHOCTH (TOLIHOTA, YTOMIIIEMOCTh, O0JIE3HEHHOCTh MOJIOYHBIX JKe€le3), TO He0OXOAUMO
o0OpaTHuThCs K Bpady i 00CIeI0BaHUS U MPOBEACHUS TECTa HA OEPEMEHHOCTb.

Ecnmu OGepeMEeHHOCTh BO3HHMKAaeT Yy JKEHIIMHBI BO Bpemst npumeHenns BMC Mupena,
pexkoMmenayetcs yaanuth BMC, Tak kak 11000 BHYTPUMAaTOYHBIM KOHTPAIIECNITUB, OCTABJIICHHBIN
in situ, MOBBILIAET PUCK CAMOIPOU3BOJIBHOI0 a00pTa, MHPEKIIUH MU ITPEXKIEBPEMEHHBIX POIOB.
Vnanenne BMC Mupena wnM 30HAMPOBAHME TIOJOCTM MATKM MOTYT IIPUBECTH K
CaMOIIPOM3BOJILHOMY a0opTy. BHemaTouHash OepeMEHHOCTh JOJDKHA OBITh HCKIFOUeHa. Ecim
OCTOPOYKHO YJalUThb BHYTPHUMATOUYHBIH KOHTPALENTHB HEBO3MOXKHO, CIEQyeT O00CyInuTh
11eJ1eco00pa3HOCTh MEAULIMHCKOro abopTa. EciaM jkeHIMHa X04eT COXpaHUTh O€peMEHHOCTb U

BMC ynanuTh HEBO3MOXKHO, ClIeAyeT MPOUH(OPMHUPOBATH MALMEHTKY O PHCKaX, B YaCTHOCTH,
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0 BO3MOXXHOM pHCKE CENTHYeCKOoro abopra BO BTOPOM TpPHUMECTpe OEpEMEHHOCTH,
H0CJIEPOIOBBIX THOMHO-CENTUYECKUX 3a00JIEBaHUSIX, KOTOPBIE MOTYT OCIIOKHHUTBCS CETICHUCOM,
CEeNTUYECKMM IIOKOM U JICTAJIBHBIM HCXOAOM, a TaKK€ BO3MOJXKHBIX IOCIEICTBUAX
IPEeXIEBPEMEHHBIX POJIOB Uil peOeHKa. B momoOHBIX ciaydasx 3a TeYeHHEM OepeMEHHOCTH
ClIelyeT TIATeNbHO HaOmonath. JKeHIIMHE cleqyeT OOBSICHUTh, YTO OHA JIOJKHA COOOIIaTh
Bpauy 000 BCEX CHMIITOMaXx, MO3BOJIIOLIMX MPEANOI0KHUTh OCIOKHEHHS OEpeMEHHOCTH, B
YaCTHOCTHU O MOSBJICHUM OOJIM CIIACTMYECKOTO XapaKTepa BHU3Y >KUBOTA, COMPOBOXKIAIOIICHCS
NOBBILIEHHEM TEMIIEPATYPHI TETIA.

bbuln equHUYHBIE clydyad MacKyJWHU3ALUKM HapyXHBIX MOJOBBIX OPraHOB IUIO/A KEHCKOTO
noja Iocje JIOKaIbHOTO BO3JEHCTBUS JIEBOHOpPrecTpeaa BO BpeMs OEpEeMEHHOCTH C
IIPUMEHEHNEM JIeBOHOprecTpencoaepxkamux BMC.

Jlakranus

I'pynnoe BckapmiinBanue peOenka npu npumeHennn BMC Mupena He HpOTHBOIIOKA3aHO.
Oxono 0,1 % 03Bl JIeBOHOprecTpesia MOXKET IMOCTYNHTh B OpraHu3M peOeHKa B Ipoliecce
IpyIHOTO BCKapMJIMBaHUA. TeM He MeHee, MaJIOBEpOSTHO, YTOOBI OH MPEACTaBIsUT PUCK IS
pebenka npu 103aX, BBICBOOOKIAIOIUXCA B TIOJIOCTh MaTKU nocie ycraHoBkn BMC Mupena.
Cunraercs, yto npumenenne BMC Mupena uepe3 6 Heznenb Iociie poAOB HE OKa3bIBaeT
BPEIHOTO BIIMSHHUSA Ha POCT M pa3BUTHE peOeHka. MoHOTepamusi rectareHaMu HE OKa3bIBaeT
BJIMSIHUS HA KOJIMYECTBO M KA4€CTBO IPYJHOTO MOJIOKA.

DepTHAbHOCTH

[ocne ynanenns BMC Mupena y »eHIIUH IPOUCXOANUT BOCCTAHOBJIEHUE (PEPTHILHOCTH.

4.7. Bausinue Ha crnocoOHOCTH YNPABJIATH TPAHCNOPTHBIMH CpeacTBaAaMH U padoTaTh C
MeXaHH3MaMH

HccnenoBanus BIUSHUS Mpenapara Ha CIOCOOHOCTh YIIPABIATh TPAHCIIOPTHBIMH CPEICTBAMU

u paGOTaTL C MCXaHU3MaMH1 HEC ITPOBOJUIIUCE.

4.8. HexenaTeJibHbIe peakInu

Pesrome mpoduiag 6e300acHOCTH

VY GonpIMHCTBA KeHIINH Tocie yecraHoBkM BMC Mupena npoucxoIuT U3BMEHEHHE XapaKkTepa
LUKINYECKUX KpoBoTeueHuil. B Tteuenue mnepsbix 90 nueit npumenenus BMC Mupena
yBEJIMYEHUE MPOAOHKUTEILHOCTH KPOBOTEUEHUI oTMevaroT 22 % JKEHIIUH, a HeperyJspHble
KpOBOTEUEHHUs] OTMeHaroTrcs y 67 % JKEHIIWH, 4YacToTa J3THUX SBJICHUM CHIXKAECTCS
cooTBEeTCTBEHHO 110 3 % u 19 % Kk KOHIy mepBoro rojga ee npumeHeHus. OJHOBPEMEHHO

ameHopes pa3BuBaetcs y 0 %, a peakue kpoBoTeueHusi —y 11 % manueHToOK B TEUEHUE MEPBBIX
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90 nueli npumeHeHus. K KoHIly mnepBoro roja NOpPUMEHEHHUS YacTOTa ATHX SBICHHUU
yBenumuuBaercs 10 16 % u 57 % coorBercTBeHHO. K koHIy 8 roga npumenennss BMC Mupena
YBEIMYEHUE MTPOJIOJKUTEILHOCTH KPOBOTEUEHHUI U HEPETYJISIPHbIE KPOBOTEUEHHUS OTMEUYAIOTCS
y 3 % u 10 % *KeHIINH COOTBETCTBEHHO, aMEeHOpes BCcTpedaeTcs y 34 %, a peaKue KpoBOTEUEHUSI
—y 26 % manueHToK.

[Tpu mpumenennn BMC Mupena B koMmOuHanuu ¢ mpopoikutenpHoi 31T actporenamu y
OOJIBIIMHCTBA JKEHIMH B TEYCHHE MEPBOTrO rojia MPUMEHEHHS IUKIUYECKHEe KPOBOTCUECHUS
MIOCTENIEHHO MPEKPAILAIOTCS.

TabumuHoe PE3IOME HEKEIATCILHBIX PCaAKINN

B Tabnmie npuBeneHbl JaHHBIE 110 YacTOTE BO3HUKHOBEHHS HexenaTenbHbIX peakiuii (HP), o
KOTOpPbIX coobmanoch npu npumeHenudn BMC Mupena. [lo ugactore Bo3HHMKHOBeHHs HP
JensTcs Ha o9eHb yactoie (> 1/10), wacteie (> 1/100, o <1/10), mHewacTsie (> 1/1000, Ho <1/100),
peaxue (>1/10000, Ho <1/1000) 1 ¢ HEW3BECTHOM YACTOTOH (HA OCHOBAHUHU UMEIONIUXCS JTAHHBIX
OIICHUTh HEBO3MOXKHO). B Tabmuue HP pacnpeneneHsl mo CHUCTEMHO-OPTaHHBIM KiIaccam
cormacio MedDRA. [lanHple 1O 4YacToTe OTpPaXarT NPUOIH3UTENBHYI0 YacTOTy
Bo3HUKHOBeHus1 HP, 3apeructpupoBaHHbIX B X0A€ KIMHMUYECKUX UccienoBannii BMC Mupena
10 TOoKa3aHusIM «koHTparenmus» 1 «OMK 06e3 opranudeckoi matojoruu» ¢ ydactuem 5091
JKEHIITIH.

HP, o0 xoTopsIix cooOmanock B Xo/ie KMHU4YecKnX uccienaoBannii BMC MupeHna mo moka3aHuio
«mpodUIIaKTHKA TUNIEPIIA3UU dHIOMeTpuUs nipu npoBeneHuu 3T scTtporenamm» (¢ yyactrem
514 >xeHIINH), HAOTIOAATUCH C TOW YK€ YaCTOTOH, 32 MCKIIIOUEHHEM CIy4yaeB, 0003HAYCHHBIX

cHOCKamH (*, **),

CucremHo- Ouenb yacto | Yacro Heuacto Penxo Yacrorta
OopraHHblii kjaace | (=1/10) (=1/100, no (=1/1000, Ho (>1/10000, | Hem3BecTHa
<1/10) <1/100) HO (ua
<1/1000) OCHOBAHUM
HMelo-
IUXCA
JAHHBIX
OLEHUTh
HEBO3MOXK-

HO)

Hapyenus co Peakuun
CTOPOHBI TUIIEpYYB-

CTBUTCIIb-
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UMMYHHOU HOCTH,
CHUCTEMBI BKJIFOYASI
KOXKHYIO
CBIIb,
KpanuBHUILY
u
AHTHMOHEBPO-
TUYECKUH
OTEK
Ilcuxuueckue ITopaBnennoe
HapyLICHUS HacTpPOCHUE,
Jenpeccusl,
CHIKCHHE
JTHOUI0
Hapyenus co T'onoBnas MurpeHnb
CTOPOHBI HEPBHOH | 6OJB
CUCTEMBI
Hapyenus co T'onoBokpyxe-
CTOPOHBI COCYIOB HUE
Kenynouno- bonu B TomrHoTa
KUILICYHbIC KUBOTE/
HapyLIECHUs 0omm B
obnactu
Majoro Tasza
Hapywmenus co AxkHe Anonenus
CTOPOHBI KOXKHU U I'mpcyTusm 3yn
MMOJIKOKHBIX Dk3ema
TKaHeH I'mneprniurmenTa
[UST KOXKHU
Hapyenus co Bboinb B
CTOPOHBI crimHe ™ *
MBIIIICYHOM,

CKEJIETHOU U
COEIUHUTEIILHON

TKaHH
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Hapymenus co W3menenue Nudexnun Mepdopanus
CTOPOHBI obreMa OpraHOB MAaTKH (BKJIIOYas
PETPONYKTUBHON | KPOBOIIOTEPH, | Majoro Tas3a TIeHeTpaIuio)
CUCTEMEI 1 BKJTIOYAst Kucrer
MOJIOYHBIX JK€JI€3 | YBEIWYCHHE W | SHIHUKOB
YMEHbIIIEHUE Hucmenopes
UHTEHCUB- bons B
HOCTH KPOBO- | MOJIOYHBIX
TeUYEHUH, Keneszax**
«MAXKYIIUEH Harpy0anue
KPOBSIHHCTBIC | MOJIOUHBIX
BBIJICICHUS, KeJes
HEJacTble Okcnynbeus
kpoBoteueHuss | BMC (nonnas
U aMeHopes WA
BynsBoBaru- yacTUYHasl)
HUT™*
Brigenenns u3
MTOJIOBBIX
myTer™
JlaGopaTopHbic n YBenuueHue IToBsiiieH-
WHCTPYMEHTAIb- MacchI Tena HOE
HBIC JaHHBIC apTepuanb-
HOE
JIaBJICHUE

* «YacTtoy» Mo mokazaHuio “mpoMIaKTUKa TUIEpIUIa3uu 3HAoOMeTpus rnpu nposeneHuu 3T
3CTporeHamu’”.

** «O4eHb yacTo» MO MOKA3aHUIO “TIPO(PHIIAKTHKA TUIIEPILTIA3UN SHAOMETPUS MIPH MPOBEACHUN
3I'T actporenamu’.

*#% DJra yacTOoTa OCHOBaHa Ha pe3yJibTaTax KPYMHOTO MPOCHEKTUBHOTO CPaBHUTEIBHOTO
HEUHTEPBEHLIMOHHOI'O KOTOPTHOT'O UCCIIEOBAHUS C yYAaCTHUEM KEHILUH, NpuMeHstomux BMC,
KOTOPOE MPOJAEMOHCTPHUPOBAJIO, UTO I'PYAHOE BCKapMJIMBAHUE BO BpPEMs BBEICHUS U BBEACHUS
no 36 Henenb MOCiie POJIOB SIBISIIOTCS HE3aBHCHUMBIMH (hakTopamMu pHucka nepdoparuu (cm.
paznen «OcoOble ykazaHus»). B kmuanueckux uccnenoBanusx ¢ BMC Mupena, B KOTopbie He
ObUIM BKJIIOUEHB! JKEHIIMHBI B MEPUOJ TPYIAHOTO BCKAPMIIMBAHUS, cCilydyau mnepdopanuu

OTMEUAIHCh C YaCTOTOM «PCAKO».
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Jlisa onucaHusl ONpeneseHHbIX PEAaKIUil, UX CHUHOHUMOB, U CBSI3aHHBIX C HUMH COCTOSIHUH B
OOJIBIITMHCTBE CTy4aeB MCIOIb30BaHa TEPMHUHOJIOTHS, COOTBETCTBYOIas MedDRA.

B otnensHOM nccnenoBanuu ¢ yuactueM 362 xeHiuH, npuMmenssiinx BMC Mupena B Teuenue
Oonee 5 net, ObLT MPOJEMOHCTPUPOBAH comocTaBuMbli ipoduas HP B mepuon ¢ 6 mo 8 rox
IPUMEHEHUS.

Onucanue oTAEILHBIX HEXKEIATEIbHBIX PEAKIIUNI

Ecnu y sxeHmmnsl ¢ yeraHosineHHoi BMC Mupena HacTynaet 6epeMeHHOCTh, OTHOCUTEIbHBIN
PHUCK 3KTOIMYECKOW OEPEMEHHOCTH TMOBBIIIACTCS.

[TapTHEp MOXKeET ouryniaTh HUTH BO BPEMs MTOJIOBOTO aKTa.

Puck BO3HMKHOBEHUS paka MOJIOYHOM kene3bl npu npumeHennn BMC Mupena no nokasaHuro
«mpodUIaKTHKA TUTIEPIUIa3uu SHAOMEeTpHs npu npoBeaeHuu 31T scTporeHamMu» HEM3BECTEH.
Coo011anocs 0 ciry4asix paka MOJOYHOU Kele3bl (4acToTa HeM3BeCTHA, CM. pazaen 4.4).
Coobmanocs o cieayromux HP B cBsi3u ¢ nporeaypoit ycranosku win yaainenuss BMC Mupena:
00Jb BO BpeMsl IpOLEAypbl, KPOBOTEUEHHE BO BpeMs IPOLELyphl, BazoBarajibHas peakxiius,
CBSI3aHHASI C YCTAaHOBKOM, COMTPOBOK/IAIOIIASCS TOIOBOKpYKeHHEeM uitn oOMopokom. [Iporeaypa
MO’KET CIIPOBOLIMPOBATH CYAOPOKHBINM IPUCTYN Y NAUEHTOK C AIMIICIICUEN.

Hnguyuposanue

[Tocne ycranoBku BMC cooOmianocs 0 ciayyasix cerncuca (BKIr4asi CTPENTOKOKKOBBIN CEncuc
rpynmsl A) (em. pasznen 4.4).

COO6H_IGHI/IC 0 IMOA03PpEBACMBIX HCKCIIATCIIbHBIX PCAKITMAX

BaxxHo coo011aTh 0 mogo3peBaeMbIX HeKeNaTeIbHBIX PEAKIIHIX MOCIE PErHCTPpaIiy IpernapaTta
C meibpi0 oOecredeHus] HENMPEepPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO TpenapaTta. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYETCsl COOOIIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEKEIATEIBHBIX PEaKIUIX JIEKAPCTBEHHOTO MpernapaTta 4yepe3 HallMOHAIbHbIC
CHUCTEMBI COOOIICHHS O HEXENaTeNbHBIX PEaKIHsIX TOCYAapCTB — UIEHOB EBpa3miickoro

9KOHOMHYECKOT'O COI03a:

Poccutickas ®@edepayus

OenepanbHas cayx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBuaazop)
Anpec: 109012, r. Mocksa, CraBsiHCKast miiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman
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((HaIII/IOHaJ'IBHI)If/i OCHTP OSKCHCPTU3bI JICKAPCTBCHHBIX CPCACTB MU MCIHIMHCKHX H3Z[€J'IPII>1))
KomuTera MeanIIMHCKOTO U (hapManeBTHYECKOT0 KOHTPOIIi MUHHCTEPCTBA 31paBOOXPAHEHHUS
PecryOnuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yi. A. manoBa, 13 (BY «Hypcayner 2»)
Tenedon: +7 7172 23 51 35

OnekTponHas nmoyura: farm@dari.kz

http://www.ndda.kz

Pecnybnuxa benapyce

VII «LIeHTp 3KCIepTU3 U UCIIBITAHUMI B 3PAaBOOXPAHCHUNY
Anpec: 220037, r. Munck, Toapumieckuit nep., 2a
Tenedon: +375 17 231 85 14

@axc: + 375 17 252 53 58

Tenedon oraena dpapmakonanzopa: +375 17 242 00 29
OnekTpoHHas nmoura: repl@rceth.by, rceth@rceth.by
https://www.rceth.by

4.9. Ilepeno3npoBka

He npumennmo.

5. PAPMAKOJIOTHMYECKHUE CBOMCTBA

5.1. ®apmakoanHaAMHYeCKHEe CBOHCTBA
dapmakoTepaneBTUUYECKass TIpylmna: JApyrHue CpeacTBa, IIPUMEHsAEMblE B TMHEKOJIOTHH;
KOHTPAIENITUBHI 1T MECTHOT'O IPUMEHEHHUSI; BHYyTPUMATOYHBIC KOHTPAIICTITHUBBI.

Kong ATX: GO2BAO3

Mexanusm nelicTBus

BMC Mupena, BbICBOOOXKIaOIIasi JIGBOHOPTECTPEN, OKa3bIBACT IJIABHBIM 00pPa3oM MECTHOE
recTareHHoe JencTBue. [ecrareH (JIGBOHOPrecTpes) BBICBOOOXKIAETCS HETOCPEJACTBEHHO B
MOJIOCTh MATKH, YTO MO3BOJIAET NMPUMEHATH €ro B KpailHe HU3KOHM CyTO4HOH 103e. Bricokue
KOHIOCHTpPAUHX JICBOHOPICCTPLIIa B SHAOMETPUHA CHOCOGCTByIOT CHUXXCHUIO YYBCTBUTCIILHOCTHU
€ro ACTPOTEHOBBIX U MPOTECTEPOHOBHIX PELIETITOPOB, JIeasi YHAOMETPUN HEBOCIIPUUMYHUBLIM K
ACTPAAMOy U OKa3biBasi CHiIbHOE aHTUNposdeparuBHoe nevicteue. [Ipu nmpumenennn BMC
Mupena Habm01a10TCSt MOPPOTOTHYECKHE N3MEHEHHUS YHIOMETPUS U Cl1adasi MeCTHAs peaKius
Ha OPUCYTCTBUC B MATKC MHOPOIAHOTO TCJa. VYBenudeHne BSA3KOCTU CCKpCTa MIeKNn MaTKU

npeaynpeKaacT IPpOHUKHOBCHUEC CIICPMATO30U10B B IIOJIOCTh MAaTKH, BCJICACTBUC YMCHLIICHUA
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IMMOABUKHOCTU CIICPMATO30HUIO0B U H3MCHCHHI B OHAOMCTPHUU CHHIKACTCA BCPOATHOCTDH

OIINIOAOTBOPCHUSA ﬂﬁHCKJ’IGTKH. v HCKOTOPBIX XCHINHUH ITPOUCXOANUT YTHETCHHUEC OBYJIALNH.

Kontpanentusnoe neiicteue BMC Mupena Obl1o M3y4eHO B XOJ€ 5 KPYIHBIX KIMHUYECKHX
uccienoBaHui ¢ yuactuem 3330 jkeHIIMH, IPUMEHSBIINX JaHHYIO cucTteMy. KoHTpalentusHoe
neiicreue BMC Mupena depe3 5 j1eT npuMeHEHMs] ObUIO HM3Y4YEHO B XOJ€ KIMHHUYECKOTO
WCCJICIOBaHMS TAHHOW CUCTEMBI ¢ ydacTueM 362 xeHnuH. MHpopManms 0 KOHTpaenTUBHON

s dextuBHOCTH BMC Mupena npencraBieHa B 0000II€HHOM BHjIe B Tabnuie 2.

Tabnuya 2. Konmpayenmuenasn gpgpexkmusnocmso

KonTtpanentuBHas 3¢ ¢dekTuBHOCTS B TedeHHe mepBbix 5 ser (N=3330, oObenuHEeHHBIC

JIAHHBIC KJIMHUYCCKUX MCCIICIOBAHUN 110 TTOKA3aHUIO KOHTPAIIEIIIUS 32 IIEPUOJ 10 S JIET)

Wnunekc Ilepns B Teuenue 1-ro roaa nocsie BBeAEHUSA 0,2

KymyasTusubiii kodpduuuent Heyaau 3a S et (%) 0,7

KontpanentuBaast 3¢(EeKTUBHOCT, B mepuoj ¢ Imectoro mo BochbMoil Tom (N =362,

pacupeHHble KinHnueckue uccienosanus BMC Mupena)

Wnunexce Ilepns B TeueHue 6-ro roga 1nocie BBEIEHUS 0,34
Nunexc [lepns B TeueHue 7-ro rojaa nociie BBEICHUS 0,40
Wnunekc Ilepns B Teuenue 8-ro roaa nocjie BBEACHUS 0,00
KymynasTusubiii ko3 guuueHT Heyaay 3a 6-8 roasi (%) 0,68

dapmakoauaammuyeckue P PeKTel

[IpenmectByromee npumeHeHue BMC MupeHa He oka3bIBa€T BIMSHUS Ha PEHPOLYKTUBHYIO
¢yukuuto. [Mpubnuszurensuo y 80 % >KEHIIUH, >KENAIOUIMX UMETh peOCHKa, OEpeMEHHOCTD
HacTymaeT B TeueHue 12 mecsues nocie ynainenus BMC.

B nepBeie Mecsaupl npumenenuss BMC Mupena BceieAcTBHE Mpoliecca  YTHETEHUS
nponudepanuu SHAOMETPHs MOKET HaONI0AAaThCA TMEePBOHAYATIBHOE YCHUJICHHE «MaXKyIIUX)
KPOBSIHUCTBIX BBIJEICHUA W3 Bilaraauiia. Bceimeg 3a 3TUM  BBIpaKEHHOE IOAABIICHUE
npoirpepanud  SHIOMETPUS BEAET K YMEHBUICHHIO MPOAODKUTEIFHOCTH H  00bemMa
MEHCTPYJIbHBIX KPOBOTEUEHUM Yy KeHIIMH, npumeHstomux BMC Mupena. Ckynsbie
KPOBOTEUEHHsSI 4acTO TPaHCHOPMHUPYIOTCS B OJUTo- Wi ameHopero. [lpu stom ¢yHKIus

SAMYHUKOB U KOHIOCHTPALUA 3CTpaqnoJia B IMJIa3M€ KPOBU OCTAIOTCSA HOPMaJIbHBIMU.

Knunnaunueckas 3¢ hekTHBHOCTD ¥ 0€30IIaCHOCTD
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BMC Mupena moxer npumeHnsaThes it gedenuss OMK Ge3 oprannueckoil maTojoruu, T.e.
MEHOPparuu nNpy OTCYTCTBUU FMIEPINIACTHYECKUX MTPOLIECCOB B 3HJOMETPUH (paK dHIOMETpus,
METAacTaTUYECKUE TOPAXEHUs MAaTKH, CYOMYKO3HBIH WJIM KPYNHBIA HHTEPCTHLHAIbHBIN
MHOMATO3HBIN y3eI1, IPUBOAALINNA K JeopMaluy MOJIOCTH MAaTKH, aICHOMHO3), JHIOMETPHUTA,
OKCTPAareHUTAIBHBIX  3a00JIEBaHUH M COCTOSHHUM, CONMPOBOXKIAIOMIMXCS  BBIPAKEHHOMH
runokoaryisinuend  (Hampumep, Oone3nbp BwiieOpanma, Tsbkenas TPOMOOITUTONICHHUS),
CUMIITOMAaMHU KOTOpPBIX sBIsieTcs MeHopparus. Yepes 3 mecsua npumenenuss BMC Mupena
MEHCTpYyaJIbHasi KpOBOIIOTEPS Y JKEHIIMH C MEHOpparuei cHuxkaercst Ha 62-94 % u Ha 71-95 %
yepe3 6 Mecs1eB IPUMEHEHUS.

[Tpu mpumenennn BMC Mupena B Tedenne 2 jeT 3QPEeKTUBHOCTh MPUMEHEHHUS Tpernapara
(CHM)KEHHE MEHCTPYyaJIbHOW KpOBONOTEPH) COINOCTAaBUMAa C XUPYPrMUECKUMH METOJaMU
neueHust (abnamus WM pe3eKIus SHAOMETpus). MeHee OIaronpusATHBIM OTBET Ha JICYCHUE
BO3MOXXEH IPU MEHOPpPArusix, o0yCIOBIEHHBIX CyOMYKO3HOW MHUOMON MAaTKH. YMEHbILIECHHE
MEHCTPYaJIbHbIX KPOBOIIOTEPh IOBBIIAET COACPKAHUE FeMOrIOOMHA B KPOBH, YTO CHMIKAET
puck xene3onepunurHoil anemuu. BMC MupeHa yMeHbIIaeT BbIPaKEHHOCTh CHMIITOMOB
JUCMEHOPEMU.

D¢ dexrnBHocts BMC MupeHa B NpenynpexIeHHH THIEPIDIa3UH SHAOMETPUS BO BpeMs
MOCTOSTHHOW TEpanuy 3CTPOreHaMu Oblia OAMHAKOBO BBICOKOW Kak MpHU NEPOPaTbHOM, TaK U

MPU YPECKOKHOM MTPUMEHEHUH ICTPOTEHA.

5.2. ®apmakoKNHeTHYECKHE CBOMCTBA

HeiictByromree BeniectBo BMC Mupena — neBoHoprectpen. JIeBoHOprecTpen BEICBOOOKIAETCS
HaMNpsAMYIO B IOJOCTh MaTKU. PaccunTaHHasi CKOPOCTh BBICBOOOXKJIEHUS i1 Vivo B pa3iMyHbIE

BPEMEHHBIE TOUKHU MPEICTABICHA B TaOIHUIIE 3.

Tabnuya 3. Paccuumannan ckopocmp 6b1c6000xcoenus in vivo ona BMC Mupena

PaccunranHas cKOpoCcTh
Bpemsa
BBICBOOOKIEHUS in Vivo (MKT/24 daca)
Uepes 24 aHs nociie BBEACHUS 21
Uepes 60 aHeit mocne BBEICHUS 21
UYepes 1 rox mocie BBEACHUS 19
Uepes 3 rona nocnie BBEACHUS 14
Uepes 5 ner nocie BBEICHUS 11
Uepes 8 neT mocie BBeACHUS 7
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Cpennee 3HaueHHE B TE€UEHUE TIEPBOTO TOA 20

Cpennee 3HaueHue B TeUeHUE 3 JeT 18

Cpennee 3HaueHue B T€UEHUE S JIET 15

Cpennee 3HaueHUE B TEUCHUE 8 JIET 13
AbcopOrus

[Tocne BBenenuss BMC MupeHa JieBoHOpPrecTpeal HauMHAeT HEMEICHHO BBICBOOOXKIATHCS B
MOJIOCTh MAaTKH, O YeM CBHUJETEIbCTBYIOT OIpEACNsieMble B IUIa3Me€ KPOBU KOHIICHTpAIUU.
BBICBOOOX IEHHBIH JIEBOHOPTECTPEI SBJISETCS CHCTEMHO JIOCTYIHBIM Oojiee dyem Ha 90 %.

[Tocne BBenmenuss BMC Mupena jaeBOHOpPrecTpesl OOHapyXKMBAaeTCS B IJIa3M€ KPOBH CITYCTSI
1 yac. MakcumanbHas KoHUeHTpauus cocrtaBiseT 180 Hr/m (koaddunument Bapuanuu, CV
38,3%) um nocturaercs B TEUEGHHE 2-X HEIEIb TIOCJIE BBEACHUS. B COOTBETCTBUU CO
CHWKAIOIICHCS CKOPOCTBIO BBICBOOOXKICHHSI CPEIHSS TCOMETpPHYECKas KOHIICHTPAIIHS

JIEBOHOpPrecTpesia B IUIa3Me KPOBHU MOCTENEHHO YMEHbIIAETCs, KaK peacTaBieHo B Tabmnuie 4.

Taonuua 4. Oduyan KonyeHmpayusa n1e6oHopzecmpenda é naame Kpoeu

OOm1ast KOHIICHTpALKs JICBOHOPTECTpea B
Bpems m1a3Me KpoBH (HT/11) (TeOMEeTPHUUIECKUN
k03 puueHT Bapuanuu, %)
Uepes 24 anHs mocie BBEICHUS 175 (37,6)
UYepes 2 mecsiia rnociie BBEICHUs 169 (37,1)
UYepes 1 rox mocie BBEACHUS 159 (37,4)
UYepes 3 rona mocie BBEACHUS 139 (37,8)
UYepes 5 net nocie BBEACHUS 123 (38,2)
UYepes 8 neT mocie BBEACHHS 100 (39,9)

Bricokast MecTHasi SKCIO3WIMS Tpernapara B IMOJOCTH MAaTKH, HEOOXoauMasi JUisi MECTHOTO
BoznercTBus BMC MupeHna Ha SHIOMETpHi, 00eCIeYnBaeT BHICOKUM TPATUEHT KOHIICHTPAIIH
B HAMPAaBICHUH OT SHJOMETPHS K MUOMETPHIO (KOHIICHTPAIUS JICBOHOPTreCcTpena B SHIOMETPHUH
IPEBBIIIACT €r0 KOHIEHTPAIMIO B MHOMeTpuH Oonee ueM B 100 pa3) u HU3KKME KOHIIEHTPALUU
JIEBOHOPrecTpeia B IiIa3Me KPOBHU (KOHLEHTpALUs JIEBOHOPIeCTpeia B 3HAOMETPUU MPEBHILIAET
€ro KOHIICHTPAIIMIO B T1a3Me KpoBu Oosee yeM B 1000 pa3).

VY JKeHIMH B MocTMeHonay3e, npuMenstomux BMC Mupena ogHOBpEMEHHO ¢ MPUMEHEHUEM

OCTPOTCHOB, MCAMAHHAA KOHICHTPALUA JICBOHOPICCTPECIia B INIa3ME KPOBU YMCHBIIIACTCS C 257
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CMEPTHOMY OTYETY

/Mt (25-b1it — 75-w1id niepuenTwm: 186 mr/mut — 326 nir/mit), onpeaensieMbIx yepes 12 MecsIies,
1o 149 nr/mn (122 nr/min — 180 nir/mi) gepe3 60 mecses. [Ipu npumenennn BMC Mupena
OJTHOBPEMEHHO C TEPOPaTbHBIM MPHUEMOM JCTPOTEHOB KOHIICHTpAIUsl JIEBOHOpPrecTpena B
1a3Me KpoBH, ompezernsieMast yepes 12 mecsies, yBenuauBaeTcsi mpuMepHo 10 478 nr/mi (25-

BIiA — 75-b1# iepuenTHN: 341 iir/min — 655 nir/mut), uto oOycnosneHo naaykuueit cuareza I'CIII.

Pacnopeneneaue

JleBoHOprecTpen HecnenUpUUYECKH CBSA3BIBAETCS C aJIbOyMHHOM IUIa3Mbl  KPOBU U
cnenu(uyeckn — ¢ TIOOYITMHOM, CBsi3bIBaomuM mosnoBbsle ropmonbl (I'CIII). Menee 2 %
LIUPKYJIMPYIOLLEr0  JIEBOHOpPrecTpena MPUCYTCTBYeT B BHUJE CBOOOJHOIO  CTEpOUia.
Jlesonoprectpen cszwsiBaetcsi ¢ ['CIIIT ¢ Bricokoit adpduHHOCTRIO. B 3TOM CBSI3M M3MEHEHHE
xkoHueHtpaiuu ['CIII' B mia3me KpoBH BiiedeT 3a coOOi MoBbIlIeHHE (TpU Oosiee BBICOKOM
konneHtparuu ['CIII') wnu cHumxenue (mipu Oonee Huskod koumeHtparuu ['CIIT) oOrmeit
KOHILIEHTpAalMU JIeBOHOprecTpena B miazme kposu. Konnentpanus I'CIIT cHukaeTcs B cpeiHeM
npubnuzutensHo Ha 20 % B TeueHHe MepBbIX IBYX MecsieB nocie BeeaeHuss BMC Mupena,
OCTaeTcsd Ha 3TOM YpPOBHE B JalbHEHIIEM, HE3HAUUTEIbHO MOBBIMIASACH OO KOHUA &8 JET
IPUMEHEHUS.

Cpennuii Kaxxymuiicsi 00beM pacrpeesieHHsl JICBOHOPrecTpesa cocTaBisieT okoio 106 .

br110 mokazano, uto macca tena u korreHTpanus ['CIIT B mta3me KpoBH BIUSIOT HA CHCTEMHYIO
KOHIIEHTpPAIMIO JIEBOHOPrecTpena, T.e. P HU3KOW Macce Tesla W/WIHM BhICOKOW KOHLIEHTpaluU
I'CIII" koH1IIEHTpalKs JEBOHOPIECTPENIA BhILLIE. Y JKEHIIUH PENPOAYKTUBHOTO BO3pACTa C HU3KOM
Maccoit Tena (3755 kr) MeauaHHas KOHLEHTpaLKs JICBOHOPrecTpea B Iiia3Me KpOBU IPUMEPHO

B 1,5 pasa Bblie.

Bbuorpancdopmaris

JleBoHOprecTpen B 3HAYUTENHHOW cTemeHH MeTabonu3upyercs. Haubonee BaXHBIMU MyTIMU
MeTabonu3Ma  SIBIAIOTCS BOCCTAaHOBIEHHE A4-3-OKCO-TpYINIbl M THIPOKCHIMPOBAaHHE B
no3unusx 2a, 1 u 16p ¢ mocnenyromum koubtorupoBanueM. CYP3A4 sBisieTcsi OCHOBHBIM
(dbepMeHTOM, y4acTBYIOUIMM B OKHCIIUTEIHHOM MeTa0oilu3Me JieBoHoprecrpena. JlocTymHbie
JaHHbIE in Vitro TO3BOJSIOT MPEANONIOKUTh HEOOJbIIYI0 3HaYMMOCTh peakiuii CYP-
OIIOCPEIOBAaHHOM OHOTpaHCPOPMAIUH [Tl JICBOHOPTECTPEia B CPABHEHUH C BOCCTAHOBJICHUEM

N KOHBIOTHPOBAHUCM.

OIMMUHALNSA

OO0t KMMpeHe IeBOHOprecTpesa U3 Mmia3Mbl KpOBU cocTaBisieT npumepHo 1,0 miu/mun/kr. B

HCU3MCHCHHOM BHJC JICBOHOPTCCTPCI BBIBOAWUTCA JIMIOIb B CJICHOBBIX KOJHMYCCTBAX.
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MeTabouThl BRIBOASTCS Yepe3 KUIIEYHUK M TIOYKaMH ¢ KOI()(OUITMEHTOM 3KCKPEIUH, PaBHBIM
npubnuzutTenbHo 1,77. Tlepuon momyBhIBeIEeHHS B TEPMHUHAIBHOW (pa3e, MpeacTaBiICHHOM,

T'JIaBHBIM O6p8.30M, MCTa6OJ'II/ITaMI/I, COCTAaBJISICT OKOJIO CYTOK.

JInHelHOCTE (HEIUHEWNHOCTE)

dapMaKOKMHETHKA JIEBOHOprecTpena 3aBucut ot koHueHtpauuu ['CIIT, Ha koTopyto, B CBOIO
ouepenb, OKa3blBA€T BIUSAHUEC KOHICHTpAlUs OCTPOT€HOB M aHAPOTreHOB. CHIDKEHHE
koHueHTpauun ['CIII" nmpuBOoIUT K CHMKEHUIO OOIIel KOHIEHTpalMu JIEBOHOPrecTpena B
IUIa3Me KpPOBH, YTO YKAa3bIBae€T HA HEIMHEWHOCTh (apMaKOKMHETHUKU JIEBOHOprecTpena B
3aBUCUMOCTH OT BpeMeHu. C ydyeToM ImpeuMyllecTBeHHO MecTHoro neictuss BMC MupeHa,
BIIMSIHUE W3MEHEHUW CHUCTEMHBIX KOHIICHTpaIlui JieBoHOprecTpena Ha 3ddexkruBHOCTE BMC

MupeHa Maja0BepOsTHO.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeueHb BcnoMorareJibHbIX BellleCTB

[lonuauMeTHICUIOKCaHOBBIN 3J1aCTOMED
KpeMHuust AHOKCH]T KOJITIOUTHBINH OS3BOTHBIN
[TonusTnnex

Bapus cynedar

XKenesza okcun uepHslii E172

6.2. HecoBMecTHUMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

3 rona.

6.4. OcoOble Mepbl MPEOCTOPOKHOCTH NIPH XPAHEHUH

Xpanuts ripu Temreparype He Boie 30 °C.

6.5. Xapakrep M cogep:kaHue MEPBUYHOM YIIAKOBKHU

1 cuctemy BHYTPHUMATOYHYIO TEpPANEBTUYECKYIO C MPOBOJHUKOM IOMEINAIOT B ONHCTEp W3
MOJMATUIICHOBOM IJICHKH C MOKPHITHEM M3 HETKAHOI'O Marepuaja Oesoro IBera C KIEsIUM
nokpbiTieM u nonudpupa (PETG — nonumsrtunentepedranar-rinukons win APET — amopdnbiii
noyimaTUIeHTEpedTanaT). baucrep BMecTe ¢ JIMCTKOM-BKIIAbIIIEM (OpOIIFOPOH 1T TTAlMeHTa 1
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MHCTpYyKLUeH i1 Bpada 1o BBeeHuto BMC), a Taxke naMsATKOM JUIsl [TOJIb30BATENS TOMEIIAIOT

B KAPTOHHYIO MAUKy, YIIAKOBAHHYIO B IPO3PAYHYIO [IJICHKY.

6.6. Oco0ble Mepbl NPeROCTOPOKHOCTH TMPH YHHYTOKEHHHM HCIOJb30BAHHOIO
JIeKapCTBEHHOI0 Mpenapara MJIH OTXOAOB, IOJYYeHHBIX II0CJIe TNPHMEHEHHs

JEKAPCTBCHHOI'O IIpenmapaTa, u Ipyrue MaHMIIyJAIUHA C IIpennapaTomM

BMC Mupena mnocTaBisieTcsi B CTEPWIBHOM YHAaKOBKE, KOTOPYIO BCKPBIBAIOT TOJBKO
HEMOCPECTBEHHO Iepe]l YCTaHOBKOM BHyTpHMaTroyHoM cucTteMbl. Heobxomumo coOmronarh
IpaBuUiIa aCeNTUKU NPU OOpAIICHUH CO BCKPHITOM CHUCTeMOW. Eciu CTEepMIBHOCTH YITaKOBKH
Kaxxetcst HapyueHHoi, BMC crnenyer yHUUTOXKUTD KaK MEAULIIMHCKHE OTXO/bI. Tak e cienyeT

oOparmarbcs U ¢ ynajaeHHoi u3 MmaTku BMC, mockoibKy OHa COACPIKUT OCTATKX TOPMOHA.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

baiiep AI', Kaiizep-Bunsrensm-Amnee, 1, 51373 JleBepkysen, I'epmanus

Bayer AG, Kaiser-Wilhelm-Allee, 1, 51373 Leverkusen, Germany

7.1. IlpencraBuTesib [epsKaTejisi PerucTPAlMOHHOIO YAOCTOBEPEHHUS HA TEePPUTOPUM

Coro3a

IIperens3uun norpedburesieil HaOPaBIATh 10 AJIPECY:

B Poccuiickoti @edepayuu.

AO «BAUEP»

107113 r. Mocksa, 3-s1 Peibunckas yiu., a. 18, ctp. 2
Tenedon: +7 495 231 12 00

B Pecnybauke Kazaxcman:

TOO «baiiep KA3»

050057 r. Anmatsl, yn. Tumupsizesa, 42, nas. 15, odpuc 301
Tenedon: +7 727 258 80 40

B Pecnybnuke Benapycuw:
220089 r. MuHck, np. JI3epxkuHckoro 57, nomerienue 54
Tenedon: +375 17 239 54 20

8. HOMEP PEI'UCTPALIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(004965)-(PT-RU)
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JIIT-Ne004965-T'TI-BY

9. TATA NMEPBUYHOM PETMCTPAIIMM (IOATBEPXJIEHUSA PETUCTPAIIUU,
INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanyu:
B Poccuiickoit @enepanuu - 22.03.2024
B Pecniy6niuke benapycs - 11.12.2024

10. IATA IEPECMOTPA TEKCTA

OO0mrast xapakTepUCTHKA JIEKAPCTBEHHOTO Mpernapara MupeHa qocTymnHa Ha WHOPMAIIMOHHOM
noptaiie EBpa3uiickoro 3KOHOMHYECKOTO CO03a B MHGOPMAIITMOHHO-KOMMYHHUKAITMOHHOW CETH

«utepueT» https://eec.eaeunion.org/
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