COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 15.08.2025 N= 20381

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPENAPATA= 1007)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

Kaitnuna JIHT', 19,5 mr, cucrema BHyTpuMaTOuHasi TepaneBTUYECKast

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB

JlelicTBytol1iee BEIECTBO: JICBOHOPTECTPE.

Kaxxnas cuctema BHyTpuMaTOuHas TepaneBTHUECKas coAepxuT 19,5 mr nmeBoHoprecrpena
MUKPOHHU3UPOBAHHOTIO.

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Cucrema BHyTprMaTouyHas TeparneBtuueckas (BMC)

[IpoaykT cOCTOMT W3 NPOBOJHHKA C CEepbiM (UIaHIIEeM M CHCTEMbl BHYTPUMATOYHOM
TEpANEeBTUYECKON C JIEBOHOPIECTPEIOM, YCTAaHOBJICHHOM Ha KOHIIE MpoOBOAHUKA. CHcTema
COCTOUT U3 pe3epByapa C BEIIECTBOM OT MOYTH OEJIO0ro J0 KEITOBATOro LIBETA, MOKPBITOTO
MOJIYTIPO3pauyHO MEeMOpaHOM, yCTAaHOBJICHHOTO Ha BEPTUKAIBHOM CTep)kHE T-o0pa3Horo
Koprryca. T-oOpa3Hblif KOPITyC UMEET METII0 Ha OJJHOM KOHIIE BEPTHKAJILHOTO CTEPXKHS U J1Ba
miedya Ha JApyrom KoHue. K BepxHeMy KOHIy BEPTHUKAIBHOIO CTEP)KHSA IPUKPEIUICHO
cepeOpsiHOoe Koubllo. K merne nmpuKperuieHbl HUTH CHHEro IBeTa Ul yNaleHUs CUCTEMBIL.
Cucrema 1omKHa ObITH 06€3 BUIMMBIX A€(DEKTOB.

Pasmepst BMC Kaiinuna JIHI: 28 x 30 x 1,55 Mmm

4. KJIMHUYECKHUE JAHHBIE

4.1 IToka3aHusi K NPUMEHEHUI0

KonTpauenuus cpokom 1o 5 net

4.2 Pe:xxuM 103upoBaHMsA M CIOCO0 MPUMEHEHHS

PexxuM 103upoBaHus

BMC Kaitnmuaa JIHI™ BBoguTcst B 11010CTh MaTKu M coxpaHseT 3G (HEKTUBHOCTh B TeUEHUE 5

JICT.

Bsenenne BMC

Pexomennayercs, uro6st BMC Kaitmuaa JIHIT BBogmiiack TOJIBKO BpauyoM, MMEIOITUM OIIBIT
BBeneHnss BMC w/unu npomenmum odydeHue no nporeaype Beenenuss BMC Kaiinuna JIHT .

[lepen BBeneHMEM CUCTEMBI HEOOXOAUMO:
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OTBETCTEBYET ZKCNEPTHOMY OTYETY

MPOTUBOIIOKa3aHUH K ycraHoBke BMC

o HUCKIIIOUUTHh HAJITUYHUC 6€p€MeHHOCTI/I

® YUYUTBIBAaTh BO3MOXXHOCTh OBYJIAAIIMU U 3a4aTHs.

BMC Kaiinuna JIHI He npeiHa3HavYeHA 1J1 TOCTKOUTAIBHON KOHTpaIETIINU (CM. pas3iensl 4.3

u 4.4, nonpaznen « MeTuIMHCKOE 00CIeI0BAHNE/KOHCYIBTAIIHS ).

Tabnuya 1. Bpems seedenuss BMC Katinuna JIHI y scenuyun penpooykmugHo2o 803pacma

BMC Kaitnuna JIHI' ciegyer BBOAWUTH B MOJOCTh MATKHU B
TEeUeHHE 7 THEH Mociie Hayajia MeHCTpyaluu. B aTom cityuae
cucrteMa 00ecreunBaeT KOHTPAICTITUBHOE ICHCTBUE Cpa3y
MOCJI€ BBEACHUS, U IPUMEHEHUE TOTIOJHUTEIbHBIX METOJ0B
KOHTpALICTIIIUU HE TPeOyeTcs.

Eciu BBemeHme cucteMbl B TeueHHMEe 7 JHEHM C Hayaia
MEHCTpYallul HE€ TMPEACTABISIETCS BO3MOXHBIM WU Y
JKEHIIMHBI HEPETYJSAPHbIA MEHCTpyallbHbI 1ukia, BMC
Kaitmnaa JIHI' MokHO BBOIWTBH B JItOOOH JIeHb IHMKJIA TPH
YCJIOBHH, YTO Bpad JOCTOBEPHO MCKIIOYMI BO3MOXKHOCTh
3aqatuss. OpHako B 3TOM  ClOydyae HEMEIJIEHHOE
KOHTpPAIIENITUBHOE JICHCTBUE CHUCTEMBI TOCIC BBEICHHS HE
rapatupyetrcs. [loatomy nns m30exaHus HACTYIUICHUS
OepeMEHHOCTH CIIEAYyeT HCIOJIb30BaTh OAPhEPHBIE METOIBI
KOHTpALENIUA WM BO3JIEPKUBATHCA OT BaruHaJIbHOTO

MOJIOBOTO aKTa B TCUECHHE CICAYIOMIMNX 7 THEH.

Hauano MIPUMEHEHUS
BMC Kaiinuna JIHI”
Bsenenue BMC B

MOCJICPOAOBOM IIECPHUOAC

B nononnenue K BhIlIeyKazaHHBIM HHCTpYKUUAIM («Hauano
npumenennss BMC Kaiinuna JIHI »):

Bregenue BMC Kaitnuna JIHI' B mocnepomoBoM mnepuojie
clleqyeT OTJIOXHUTh 1O TIOJHOW WHBOJIOUUU MAaTKH U
MPOBOJUTH HE paHee, ueM depe3 6 Heaenp nocie poaos. [Ipu
3aJIep’)KKE MHBOJIIOLIMM MAaTKU PEKOMEHJYETCS pPacCMOTPETh

Borpoc 00 yctanoBke BMC uepe3 12 Heznenb mocie poJioB.

Beenenne BMC mnocne
IpepbIBaHUSL
0epeMEeHHOCTH B NEPBOM

TpUMECTpe

BMC Kaiinuna JIHIT moker OBITH BBeJE€HaA Cpa3y IOCIe
abopTa B IEPBOM TPUMECTPE OEPEMEHHOCTH.
B sTtoMm CIydac HNpUMCHCHHC OOMNOJHHUTCIBHBIX MCETOAOB

KOHTpALICTIIIUU HE TpeOyeTCsl.




COOTBETCTEYET 3KC

ot 15.08.2025 N= 20381

3amena BMC Kaitnuna BMC Kaiinuna JIHD Moﬂé%lﬁlﬁ‘ﬁéﬁﬁéﬁ ﬁ%‘fs‘ﬁchﬁ'féﬁt‘)ﬁ'

NEPTHOMY OTYETY

JIHI B JII00OW JIeHb MEHCTpyaJbHOrO IMKJIa. B 3TOM citydae
IIPUMEHEHHE JOIMOJIHUTENBHBIX METONOB KOHTPALEHIUU HE

Tpedyercs.

Ilepexoq ¢ gpyroro | ¢ BMC Kaiinuna JIHI MoskeT ObITh BBEZICHA HEMEICHHO MTPH

MCTOZa  KOHTpalCIIUHA HaMU4uu OOOCHOBAHHOM YBEPEHHOCTH B OTCYTCTBUH
(manpumep, OepeMEHHOCTH y KEHIIUHEI.

KOMOWHHUPOBAHHBIX e HeobOxogumocTts B IOIOJIHUTEIHLHBIX MeToJax
TOPMOHAIBHBIX KOHTpAIEIIINN; €CIH ¢ Hadala MeHCTPYaIluu Mponuio 6osee
KOHTpaLCIITUBOB 1282071 7 nHE#, clenyer BO3AEPXKHUBATHCA OT BarMHAJIBHOTO
HMMILIAHTaTOB) IIOJIOBOTO aKTa MIM HCIOJL30BaTh JIOIOJIHHUTCILHBIC

METO/Ibl KOHTPALIENIMU B TEUEHUE CIEAYIOIINX 7 THEN.

[Ipu 3aTpyAHEHUM BBEIEHHUS CUCTEMbl W/WIM TPU BO3HUKHOBEHHWU CHJIBHOM OONIM WK
KpoBOTeUeHMsI BO BpeMs uiu nocie BeeneHuss BMC Kaiinuna JIHIT, cnenyer HemenneHHO
OPEANPUHATh HEOOXOOMMbIE MEphbl [UIs MCKIIOYEHUs Mepdopanuu MaTkKh, Takue Kak
TUHEKOJIOTHYECKOe o00cienoBanne U yibTpa3BykoBoe wuccienoBanue (Y3UM). Tombko
TUHEKOJIOTUYECKOe O00CieIoBaHNe HE SIBISETCS JOCTATOYHBIM JJISi MCKIIIOUEHHUS HEMOJIHOM
nepdoparyu CTeHKH MaTKH.

KenmuHy HY>KHO MOBTOPHO 00OcnemoBaTh depe3 4-6 Hemenb mocie BBeaeHuss BMC s
IIPOBEPKHU HAJIMYUS HUTEW U TIOATBEPKIACHUS IPABUIIBHOIO PACIIONIOKEHNS CUCTEMBI B ITOJIOCTH
MAaTKH.

BMC Kaiinuna JIHI' moxHO otaumuuth oT aApyrux BMC mo cepeOpsHOMY KOJbBILY,
BU3yanusupyemomy npu Y3U, U HUTSAM CHHEro LBeTa Uil yJaneHus cucremsl. Pamka T-
obpasnoro kopnyca BMC Kaitnuna JIHI™ conepsxut 6apust cynbdat, 4To aenaeT e€ BUIUMOMN

IIPU PEHTTeHOTrpapruuIecKOM UCCIEIOBAHUU.

VY nanenue/3amena BMC

BMC Kaimmna JIHI' ypansgioT myTeM akKypaTHOTO MOTSATMBAHMS LIMMLAMM 332 HUTH.
[TpunoskeHne 4Ype3MEpPHOW CHIIBI WM HCIOJB30BaHUE OCTPBIX HMHCTPYMEHTOB BO BpeEMs
yIaJ€HUsI CUCTEMBI MOXKET NpuBecTH K ee nosioMke. [locne ynanenns BMC Kaiinuna JIHI
ClIeZlyeT MPOBEPUTh CHCTEMY Ha IMpPEIMET LEJIOCTHOCTH M yOEOMThCS, YTO OHA IOJHOCTBHIO
u3BJIedeHa. Eciu HUTH HE BUIHBI, PACIOJOKEHUE CHUCTEMBl OIPEAEIAETCS C IOMOIIbIO
YJIBTPa3ByKOBOTO MCCIENOBAaHUS WIHM Apyroro meroga. Ecnu cucrema HaXOIUTCS B MOJIOCTU

MaTKH{, TO €€ MOKHO YJIaIUTh C IOMOIIbIO Y3KUX XUPYpPruuecKux munios. [Ipu sTom MoxeT
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ot 15.08.2025 N= 20381

noTpeOOBaThCsl  pacCHIMPEHHE KaHala IIeHKH Maf&:'::hﬁl'%%lgt%%}ﬁé@%'e

COOTBETCTBYET SKCNEPTHOMY OTUYETY

BMCIIATCJILCTBO.

Cucremy cnefyer yAalaTh HE MO3/1HEE OKOHYAHUS S JIET NTOCII€ YCTaHOBKH.

IIpooonsicenue koumpayenmuHou 3auumsl NOcie YOaleHUsi CUCeMbl

. Ecnu sxeHImHa KeaeT NPoI0JKUTh UCIIOIb30BAHUE JAHHOTO METO/1a KOHTPALEIIINH,
HOBYI0 BMC MOHO BBECTH Ccpa3y ke MOCII€ YIaICHUs TPEAbITYIIEH.

. Ecnu sxeHIMHa He jKellaeT MPOoJI0JKATh MPUMEHEHHE JAHHOTO METO/1a KOHTPALEIIUH,
HO OepeMEeHHOCTh He)KellaTellbHa, CUCTEMY CJelyeT yAaduTh B TeUeHue 7 AHEeW OT Havama
MEHCTPYalNH, TPU HATUYUH PETYIIIPHOTO MEHCTPYAJIbHOTO IIUKJIA Y KeHIUHBI. Eciu cuctema
yAaJleHa B APYrHe JHU MEHCTPYaJIbHOIO LMKJA, WIM Y KEHIIUHbI MEHCTPYaJbHbIN LUK HE
PEryJsIpHBI, a B TeUeHUE MPEALIECTBYIOMENH HEIeNnu A0 YOaJIeHUs CUCTEMbI ObLI MOJIOBOM
KOHTAaKT, TO €CTh PUCK BO3HUKHOBEHHS OepeMeHHOCTH. [[1s obecrneueHuss HempepbhIBHON
KOHTpALICTIIIUM HEOOXOAUMO HadaTh WHCIIOJIB30BaTh OaphepHBI METOJ KOHTpPAICMIIUN
(HampuMep, Tpe3epBaTHBHI) HEe MeHee yeM 3a 7 nHeil no yaanenus BMC. Ilocne ynanenus
BMC cnenyer cpa3y ke Ha4aTh UCIOJIb30BAaHHUE HOBOTO METO/1a KOHTPAIETITUH (HEOOX0IUMO
CJIE€I0OBATh YKa3aHUsIM, IPEICTABICHHBIM B MHCTPYKIMHU [0 NPUMEHEHUIO HOBOTO METOJA

KOHTPALIEIILIUN).

Oco0ble rpyInel NALKUEHTOB

Hauuenmku noosicus10co eo3pacma

BMC Kaitninna JIHI" He moka3zaHa 11l IPUMEHEHUS Y KEHIIUH B TOCTMEHOIIAY3€.

Tayuenmxku ¢ Hapyuienuem QYHKYuU neveHu
BMC Kaiinuna JIHI™ He u3y4anach y KEHIIUH ¢ HapyIIeHHEeM (QYHKIIMU TIEUSHH.
BMC Kaitnmuaa JIHI' mpoTtuBomoka3aHa y KEHIIWH C OCTPHIMH 3a00JICBAaHUSIMU TICUYCHU WITH

OTYXOJISIMH TICUeHH (CM. pazzen 4.3).
Tayuenmxku ¢ HapywieHuem QYHKYuu novex

BMC Kaiinuna JIHI" He u3yyanach y KE€HIIUH C HapyIIeHHeM (QyHKIH MOYEeK.

CTU
BMC Kaiinuna JIHIT He mnpumeHsieTcss 10 YCTAHOBJIECHHS MEHCTPYaJIbHOTO IIUKIIA.

Nudopmanus mo 6e3onacHocT 1 3PPEKTUBHOCTH Y TTOJAPOCTKOB IIPUBEeHA B pa3zene S.1.

Cnoco0 nnpuMeHeHus

Cucrema AOJIDKHA YCTAHABJIIMBATHCA BpauoOM IIpH COGJ’IIO,Z[GHI/II/I IMpaBUJI aCCIITHUKU.
BMC Kaiinuna JIHI' mocraBisieTcss B CTEpWIBHOM YIAKOBKE, C HWHTErPUPOBAHHBIM
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COOTBETCTBYET 3KI
ot 15.08.2025 N= 20381

IMPOBOAHUKOM JIs1 BBCACHU S, ITIO3BOJIAIOIINM ITPOBOJIUTE I:}CT&IJ&E’;E H-I_O%QJIR/QO'I/I l'Ia'KO'B%’V

CNEPTHOMY OTYETY

BCKPBIBAIOT TOJIBKO HETIOCPEACTBEHHO MEpe] yCTAHOBKOM BHYTpUMAaTOUHOM cucteMbl. Henb3st
noBTopHO crepunuzoBarb. BMC Kaitnuna JIHI' npegnaznaueHna TOabKO AJisi OJJHOKPATHOTO
npuMeHeHus. Henb3s HCIOIb30BaTh CUCTEMY, €CIIM MAKET MOBPEXIAEH MM OTKpHIT. Henb3s
YCTaHABIMBATh CHCTEMY IIOCJI€ HCTEYEHUs CPOKa TOJHOCTH, YKA3aHHOTO Ha KapTOHHOU
YIAKOBKE U MaKeTe.

JIr0001i HENCTIOIH30BAaHHBIN MPOAYKT WIIA €70 OTXO/BI CIIEAYET YHUUTOKHUTH B COOTBETCTBUH C
MECTHBIMU TPEOOBAHUSIMH.

B ynakoBke BMC Kaiinuna JIHI' comepxurtcs namsitka a1 mosb3oBatens. [lociae ycTaHOBKH

CHUCTCMbI HGOGXOI[I/IMO 3aIlOJIHUTh MaMATKY U BbIAATh €€ JKCHIUHC.

Iloozomoeka k 6sedenuro

) [TpoBeauTe oOcnemoBaHue Il UCKIIOUEHHUS MPOTHBOMOKAa3aHWA K ycraHoBke BMC
Kaitmuaa JIHIT (cm. pasmensi 4.3 u 4.4, nompasmen «MemaunuHckoe oOcienoBaHue/
KOHCYJIBTAITUS ).

. BceTaBbTe 3epkano, BU3yalu3upyuTe MIEHKY MATKUA C MTOMOIIBIO 3€pKal U MOJHOCTHIO
o0OpaboTaiiTe meiiKy MaTKy U BJIarajiuiile MOoAXOISIINM PaCTBOPOM aHTUCENTHKA.

. ITpu HEOOXOAMMOCTH BOCHIOIB3YHTECH IIOMOIIBIO ACCUCTEHTA.

. 3axBaTuTE MEPeIHION Iry0y MEeHKH MaTKU Jep>KaTesieM WK IPYTUMHU HIUIIAaMHU, YTOOBI
3aukcupoBaTh MaTKy. B ciyuae perpoBepcuu MaTKH MOXET ObITh OoJyiee MpaBUIIbHBIM
3aXBAaTHTh 3aJHIOKD TyOy meidku MaTkd. OCTOPOXKHON TpakIMed UIUMIaMU BBITIPSIMUTE
HepBUKAIbHBIA KaHasl. [ Uniubl AOMKHBI HaXOAUTHCS B 3TOM MOJIOXKEHUH B TEUYEHHE BCETO
Bpemenu BBeleHMs BMC Kaitnmuna JIHIT nmpu oCTOpPOXKHOM OTTATMBaHUM IIEWKH MaTKU
HaBCTpE4YYy BBOJMMOMY UHCTPYMEHTY.

. OcCTOpOXXHO TIPOABUTasi MATOYHBIM 30H] Yepe3 LIEPBUKAIbHBIN KaHad KO JHY MaTKH,
oTpeieNUTe HANpaBiICHUE U JJIUHY MOJIOCTH MAaTKU (PacCTOSHUE OT HapyXHOTO 3eBa LICHKU
MaTKH JI0 THA MAaTKH), UCKIIFOUUTE JIFOObIe MPU3HAKN AaHOMAJIMA B MOJIOCTH MAaTKH (HAaIpuMmep,
HAJIMYUE TIEPETOPOJKH WIH CYOMYKO3HBIX MHUOMATO3HBIX Y3JIOB) HIIM PAHEE BBEACHHBIC U
HEyJaJICHHbIE BHYTPUMAaTOUYHbIE KOHTpalenTuBbl. [lpu 3aTpyIHEHUSIX PEKOMEHIYETCs
pacmMpeHue KaHaja, JUIsi 3TOTO CJEIyeT pacCMOTPeTh IpHUMEHEHHE 00e300JUBa0LINX

MpenapaToB W/ WK MapalepBUKaIbHON OJIOKAIbI.

Beseoenue
l. Bcekpolite mosHOCTBIO cTepuibHyro ynakoBky (Pucynok 1). Ilocne s3toro Bce
MaHMIYJIALUU CIeNyeT NPOBOJUTH C MCIOJIB30BAaHUEM CTEPHIIBHBIX MHCTPYMEHTOB M B

CTCPUJIBHEBIX II€pUYaTKax.



COOTBETCTBYET 2KCNEFPTHOMY OTYETY
ot 15.08.2025 N= 20381
(NOCNEOOBATENBHOGI B 0003

v

—7
AT

v / / // [ /
BMC /
KaitnuHa I'IHI'/ MSTka
Yka3zatencHoe beryHok
KOMeu®  Tpyéka nposopHuKa ¢ PykosTKa ¢
NOpLHEM U WKanoii HUTAMM BHYTPH
2. OToBMHBTE GETYHOK BIIEpe/ 10 HAIIPaBJICHUIO CTPEJIKH B CAMOE JajIbHee M0JI0KeHne

1t Toro, uto0s! BTsHYTh BMC Kaitnuna JIHI™ BHyTph TpyOKu-npoBogauka (Pucynok 2).

Pucynox 2

| | cepebpaHoe
{ / konbuO

BAXKHAA UHOOPMANINA!

He mnepememiaiite OeryHOK MO HampaBiCHHUIO BHHU3, TaK KaK 3TO MOXXET IPHBECTH K
npexaeBpeMenHoMy BeicBoOOkIeHHI0 BMC Kaiinuna JIHI'. Ecnu aTo mpousoiiaer, cucremy

OyJeT HEBO3MOXHO BHOBb IOMECTUThH BHYTPh IPOBOJIHUKA.

3. VYnepxuBass OETYHOK B CaMOM JaJIbHEM TIOJIOKEHUH, YCTAHOBUTE BEPXHMM Kpai
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 15.08.2025 N= 20381

YKa3aTCJIbHOI'o KOJbl[a B COOTBETCTBUU C U3MCPCHHBIM I%QIEOM@%;@FI%; q{]d_[;v;llgi-ll:!)-:ll‘lo

3eBa 110 qHA MaTku (PucyHok 3).

Pucynok 3
OnwuHa matku
no 3oHay
4. [Ipomomxkas ynepxuBarh OETYHOK B caMOM [JajibHEM IMOJIOMKEHHH, TPOJBUTANTE

MIPOBOJIHUK OCTOPOKHO Y€pe3 LIEpPBUKAIbHBIN KaHAll B MAaTKY JI0 TE€X MOp, MOKa yKazaTelbHOe
KOJIBIIO HE OKKETCSI Ha pacCTOSTHUU OKOJIO 1,5-2 cM oT mreiiku matku (PucyHok 4).

Pucynox 4

\//

1,5-2,0 cm

BAXKHAA UHOOPMANINA!

He mnponsuraiite mnpoBogHuK ¢ ycuwiueMm. Ilpu HeoOXOIUMOCTH CleqyeT pacIIupuTh

LEPBUKAJIBHBIA KaHAI.



COOTBETCTBYET 2KCNEFPTHOMY OTYETY
ot 15.08.2025 N= 20381
(NMOCNEOCBATENEHOCTE 0003)

5. Jepka MpOBOJHUK HEMOIABUKHO, OTOABHUHbTE 0Er'YHOK J0 METKH JJIsI PAaCKpPbITUS
ropusonTanbHbix mied BMC Kaitnuna JIHIT (Pucynok 5). Ilogoxaute 5-10 cexynn, moka
TOPU3OHTANIbHBIE TICUX MTOJIHOCTBIO HE PACKPOIOTCH.

Pucynok 5

6. OCTOpOXHO MTPOABUTANTE MPOBOJIHUK BHYTPh B CTOPOHY JHA MATKH A0 T€X MOP, MOKA
yKa3aTeJbHOE KOJIbI0 He CONPHKOCHeTCs ¢ meikoil Marku. Cucrema ceiiyac J0JKHA

HAXOAWTHCS y THA MaTKu (PucyHok 6).

Pucynox 6



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 15.08.2025 N= 20381

(NMOCNEOCBATENEHOCTE 0003)

7. VYaepxuBasi IPOBOJHUK B TOM K€ ToJIoxkeHUH, BricBoOoauTe BMC Kaiinuna JIHI,
nepeBMHYB 0eryHOK MakcuMaabHO BHU3 (PucyHok 7). YaepxkuBas OETYHOK B TOM JKe
MIOJIO)KEHUH, OCTOPOXHO YJAJINUTE NMPOBOJHUK, NMOTSHYB 3a Hero. OTpexbTe HUTH TAKUM

00pa3zoM, 4TOOBI X JUTHHA COCTaBIIsIa 2-3 CM OT Hapy’>KHOTO 3€Ba IICHKA MAaTKH.

/M‘Kf//

\

\

Pucynox 7

BAKHAA UHOOPMALINA!

Ecnn y Bac ecTb coMHEHUS B IPAaBUIBHOCTH YCTAHOBKH CHUCTEMBI, IIPOBEPHTE IOJIOKEHUE
BMC Kaitiuna JIHI' (Hampumep, ¢ mnomompro Y3UW). VYapanute cucremy, e€ciu OHa
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 15.08.2025 N= 20381

PacIiojIoK€Ha B IIOJOCTH MATKM HE TaK, Kak TDG6V€I. EI:QEHE%%@E&%TE]&%& ar II)

IMOBTOPHO HCJIIB34.

Yoanenue/3amena BMC Kaiinuna JIHI'

Ilepen ynanenmemM unm 3ameHod BMC Kaiinmuna JIHI, moxkanyiicta, O3HaKOMBTECH C
noapasaenamu «Beneane BMCy» u «Y nanenue/3amena BMCy» B pazaene 4.2.

BMC Kaiinuaa JIHI' ynansgioT nmyTeM akKypaTHOrO IOTSTHBAHMS 3a HUTH, 3aXBauy€HHBIC

mmmiamu (PucyHok 8).

Pucynok 8

Brr moxere ycranoButh HOByr0o BMC Kaiinuna JIHI' cpa3y ke mocnie ypajieHusi cTapou

CHCTCMBI.

[Tocne ynanenus BMC Kaitnuna JIHI' cnegyer npoBepuTh cucTeMy Ha IPEAMET LETOCTHOCTH
10



ot 15.08.2025 N= 20381

(NOCNEOQCBATENBEHOCTL 0003)

n Y66I[I/ITI)CH, YTO OHA ITOJIHOCTBIO U3BJICUCHA.

COOTBETCTBYET SKCNEPTHOMY OTUYETY

4.3 IIporuBonoka3zanus

- I'unep4yyBCTBUTENBHOCTh K JIEBOHOPIECTpPENy WIM K JIOOOMY U3 BCIHOMOTaTEeNbHBIX
BEILIECTB, IEPEUUCIICHHBIX B pazjeine 6.1.

- bepemennocts (cM. paznen 4.6).

- OcTpble WK PeUUAUBUPYIOLINE BOCHIAIUTEIbHbIE 3200JIEBaHUS OPraHOB MAJIOTO Ta3a WM
COCTOSIHUS, CBSI3aHHBIE C TIOBBIIICHHBIM PUCKOM Pa3BUTHS HH(EKINI OpraHOB MaJIoro Tasa.

- OcTpblil HEPBULIUT UM BarMHMUT.

- TlocneponoBblit ZHIOMETPUT WIIM CENTUYECKUN aOOPT B TEUEHUE TPEX MOCIETHUX MECALIEB.
- HaTpasnuTenuanbHas HEOIIa3usl MEHKN MaTKH JI0 U3JICUCHHUS.

- 3n0KayecTBEHHBbIE HOBOOOPA30BaHMs MAaTKU MJIM IICHKU MATKH.

- IIporecrareH3zaBucHMbIE OIYXOJIM, B TOM YHCJIE paK MOJIOYHOM JKeJIe3bl.

- AHOMaIbHOE MaTOYHOE KPOBOTEUYECHHE HESICHOU 3TUOJIOTUH.

- BpoxneHHble HIM TNPHOOPETEHHBIE AHOMAIMKM MATKH, B TOM uucie (UOPOMUOMBI,
NpUBOAALIME K Ae(opMarui MOJIOCTH MAaTKU, KOTOPbIe MOTYT HOBJHATh Ha YCTAaHOBKY WIIH
COXpaHEHHE BHYTPUMATOYHOU CHCTEMBI B MTOJIOCTH MATKH.

- Octpele 3a001€BaHUS WM OITYXOJIH MTEYESHHU.

4.4 Oco0ble ykazaHusi H Mepbl IPEAOCTOPOKHOCTH NIPU NPUMEHEHUHT
BMC Kaiinuna JIHI' crnenyer npuMEHSTh C OCTOPOKHOCTBIO IIOCIIE€ KOHCYJIBTALUU CO
CHELMATUCTOM WM XK€ CIeAYyeT PacCMOTPETh LENEecOOO0pa3HOCTh YAAJIEHHUsS CUCTEMBI INPH

HaJIMYWU UK IIEPBOM BO3HUKHOBCHUU JII000Tr0 U3 MNEPCUYUCIICHHBIX HUXKEC COCTOSTHUH:

MUTpPEHb, OYaroBas MHUTPEHb C ACHUMMETPHYHON TMOTepel 3peHus WIW APYyTUMHU
CUMITOMaMH, YKa3bIBalOIIMMH Ha TPAH3UTOPHYIO UIIEMHIO T'OJIOBHOTO MO3Ta;

- HEOOBIYHO CHUJILHAS FOJOBHAs 00JIb;

- KeNTyXa;

- 3HAUYUTEJILHOE MOBBIIIEHNE apTEPUATILHOTO 1aBICHUS;

- TsDKellble HapyIICHUs apTEePHaTLHOTO KPOBOOOpAIICHUS, TAKHE KaK HHCYJIT WM HH(PAPKT
MHUOKap/a.

JleBoHOprecTpen B HU3KUX 103aX MOXKET BIUATH HA TOJEPAHTHOCTD K TIIIOKO3€, B CBSI3U C UEM
CIIEyET PETryJISIPHO KOHTPOJIMPOBATh €€ KOHIEHTPALMIO B KPOBU Yy MALMEHTOK C CaxapHbIM
nuabetom, npumensitonmx BMC Kaitnuna JIHI. Kak mpaBuiio, y mamueHTOK C CaXapHBIM
nuaberom, mpumenstommx BMC Kaitmnaa JIHIT, koppeknuu 10361 U peXuMa JTI03UPOBAHUS

TUINOTIMKEMUYECKHX TpernapaToB He TpedyeTcs.
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ot 15.08.2025 N= 20381

(NOCNEOQCBATENBEHOCTL 0003)

MenunmacKkoe 00cieI0BaHne/KOHCYIbTaIH

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

Iepen BBenennem BMC Kaiinuna JIHI' sxeHmuHy crieayeT npouH(pOpMHUPOBATH O TMOJIB3E U
puckax, cs3aHHbIX ¢ npumeHeHrneM BMC Kainuna JIHI, Bkito4ast Npu3Haku U CUMIITOMBI
nepdopalr MaTKl U pUCK BHemMaTouHOU O6epeMenHoctu. Ilepen BBenmenuem BMC crnenyer
IIPOBECTU THHEKOJIOTHUYECKOe o0cieqoBaHue U 00cieoBaHHE MOJOYHBIX kene3. llpu
HEOOXOIMMOCTH IO PEIICHUIO Bpaya ClIeAyeT IPOBECTH UCCIIEJOBAaHUE Ma3Ka U3 IIEHKN MaTKU.
Crnenyer HCKIIOYUTH OEpEMEHHOCTh M 3a00JIeBaHMS, IEpENaloOLINecs IOJOBBIM IyTEM.
BocnanurensHble 3a0071€BaHUSI OPTaHOB MAJIOTO Ta3a JI0JKHBI OBITh MOJHOCTHIO M3JIEUEHBI 10
Beenennss BMC. Ilonoxkenne um pa3mepsl TMOJOCTH MAaTKW JIOJDKHBI OBITH OIPE/ICIICHBI.
Oco0enHo BakHO TpaBmIIbHOE pacnonoxernrne BMC Kaitnuna JIHI B monocty MaTku BOIU3U
ee JIHa, YTO 00ECHeyrBaeT MaKCUMAIbHYIO 3(P(QEKTUBHOCTb W CHHMIKAET PUCK KCIYJIbCUU.
CrenyeT TIIaTENBHO BRITIOIHATH TpeOoBaHUs HHCTPYKIMH 1o ycranoBke BMC Kaitnmna JIHT .
Oco0oe BHUMaHuE ciaeayeT 00paTUTh Ha OTPAOOTKY MPAaBUILHOM TEXHUKH BBEJCHHS CUCTEMBI.
VYcTaHOBKa M yJalleHHE CHCTEMBbl MOTYT OBITh COIPSDKEHBI C OINpeNeNeHHBIMU OOJIEBBIMHU
OLYIIEHUSIMU U KpoBoTeueHueM. llpomenypa MOXKET CHpoOBOLMPOBATH Ba30BarajbHYHO
peakiuio (Harmpumep, 0OMOPOK WJTH CYIOPOXKHBIN MPUCTYI y MAIIMEHTOK C SITHIICTICUEH).
JKeHmuHy Hy»XHO TOBTOPHO 00cCiemoBaTh depes 4-6 Hemenb mocie yctraHoBkd BMC s
IIPOBEPKHU HAJIMUKS HUTEN U TOATBEPAKACHUS IPABUIIBHOTO PACIIONI0KEHNUS CUCTEMBI B TIOJIOCTU
MaTKH, a 3aTeM | pa3 B roJi Wiy Yaille Mpu HATMYUK KIMHUYECKUX MMOKa3aHUM.

Henb3sa npumenars BMC Kaiinuna JIHI™ 1151 nocTKOUTAIBHOM KOHTPALICTILIUY.

BMC Kaitnuaa JIHI He nzyuanach ais jJedeHUs OOMIIBHBIX MEHCTPYaJIbHBIX KPOBOTCUCHUH
Win  TpOQWIAKTUKKA THUIEPIIa3uu  dHAOMETpuss Ha (OHE 3aMECTUTENbHON Tepanuu
scrporeHamu. CoorBerctBeHHO, BMC Kaiinuna JIHI" Henb3s npuMeHATh B TEpaneBTUUECKUX

LEJSIX WM B KauecTBe Mpernapara AJis 3aMeCTUTEIbHON TOPMOHAIBHOMN Tepanuu.

BraemaroyHas 6epeMEHHOCTh

[To maHHBIM KIMHUYECKHX HCCIEIOBAaHUN O0INas 4acTOTa BHEMATOYHOW OCPEeMEHHOCTH Y
xeHuH Ha ¢one npumenennss BMC Kaitnuna JIHI cocraBnsna 0,20 va 100 skeHIIMH-JIET.
[IpumepHO B mOJIOBHHE citydaeB OepemeHHOCTh Ha (pone mpumenenuss BMC Kaitnuna JIHI
ObIBa€T BHEMATOYHOM.

Kenmmnel, nnanupytomue ucnoins3oBanne BMC Kaitmmaa JIHI, gomkHbl  OBITH
npouH(GOPMUPOBAHBl O TPHU3HAKAX, CUMOTOMAax H pPHCKaX Pa3BUTUS BHEMATOYHOU
OEpEeMEHHOCTH.

B cnydae 6epemennoctn Ha (one mpumenenus BMC Kaitnmuna JIHIT cmenyer mposectn

00CIIef0BAHNE KEHIINHBI U UCKIIIOYEHUS BHEMATOYHON JIOKAIU3ALUY TUIOHOTO SIAIIA.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 15.08.2025 N= 20381

o noc B4 HOCTR 00049
JKeHIMHEBI ¢ BHEMATOYHOU 6epeMeHHOCTBIO B aHAMHeE3e, Ebpmgg&ﬁé%ng%ﬁ HA h-l/}a"roqﬂﬁllx

TpyOax wiM WH(EKIUI0 OpPraHoB MAaJoro Tas3a, IOABEPKEHBI TOBBIIICHHOMY PHCKY
BHEMATOYHOU OEPEeMEHHOCTH.

B03MOXHOCTh pa3BUTHSI BHEMATOYHOW OCPEMEHHOCTH CJEIyeT Y4YUTHIBATh B Cllydae
NOSIBIICHHsI OOJIell BHM3Y JKHMBOTA, OCOOCHHO €CITM OHHM COYETAIOTCS C MpeKpalieHueM
MEHCTpYAIIi, UM KOT/Aa y KEHIINHBI C aMEHOpeel HAUYMHAETCSl KPOBOTEUCHHE.

YuuTeiBas, YTO BHEMAaTOYHas OEPEMEHHOCTh MOJXKET OKa3bIBaTh BIHUSHHE Ha OyAyIIyIO
(GepTIIIBHOCTD, CIEAYeT TIIATEIFHO OICHHTh y JKCHIIMHBI COOTHOIICHHE «II0Jh3a-PHCK»

ucnonp3oBanns BMC Kaiinuna JIHI" unauBu1yansHo.

BiausgHue Ha XxapakTep MEHCTPYAIbLHBIX KDOBOTEUYEHUN

VY OonpmmHCTBa XeHIMH mocie ycraHoBku BMC Kaitnuna JIHIT moryr Habmromarbcs
W3MEHEHUS B XapaKTepe MEHCTPYalbHBIX KPOBOTEYCHHH. OTH M3MEHEHHUS SBISAIOTCSA
pe3ysnbTaToOM NPSMOrO JEHCTBUSA JICBOHOPrecTpenaa Ha DHHAOMETPHUM M MOTYT HE
COOTBETCTBOBATh AKTUBHOCTH SIMYHUKOB.

B nepBeie mecanpl npumenenus BMC Kaiiimna JIHIT wacto ormewaroTcsi HeperyssipHble
KPOBOTEUCHMS/MaXXylllUe KPOBSIHUCTbIE BBIACNEHUS. B  mocnenyromeM  BbIpaXKeHHOE
IOJABJICHUE POCTA SHAOMETPHsI NMPUBOIUT K CHIDKEHUIO IPOJOJDKUTEIBHOCTH U 0ObeMa
MEHCTPYaJIbHbIX KpoBOTe€UeHMM. CKyJIHBIE BBIIEICHUS HEPEAKO MOTYT IE€PEXOAUTH B
OJINTOMEHOPEIO WJIA aMEHOPEIO.

[To pesynpTaraM KIMHMYECKMX HCCIIEOBAaHUI HeUyacTble KPOBOTEUEHHUS W/WIM aMeHOpes
pa3BuBanuck nocreneHHo. K koHny mstoro roma mnpumepHo y 26,4% u 22,6% KEeHIUMH
pa3BUBAINCH HEUACThIe KPOBOTEUCHHS U/WIM aMEHOPEs COOTBETCTBEHHO.

Ecnn MeHcTpyalun OTCYTCTBYIOT B TeUE€HUE 6 HEZEIb I10CiIe Havasla NoCcaeAHEW MEHCTPYyalluH,
ClleflyeT UCKIIYUTh OepeMeHHOCTh. HeT HeoOX0qMMOCTH B IPOBEIEHUH MTOBTOPHBIX TECTOB
Ha OEpeMEeHHOCTh IpPU aMEHOpee, €CIM TOJIBKO HE MPHUCYTCTBYIOT JpyrHe IpHU3HAKH
OepeMEHHOCTH.

Ecnu kpoBOTEUEHHUsI C TEYCHHEM BPEMEHH CTAaHOBATCS Ooyiee BBIPAKEHHBIMU H/MIHM Oolee
HEperyJIIpHbIMHU, HEOOXOAUMO NTPOBECTH COOTBETCTBYIOIINE AUArHOCTUUECKHE MEPOIPUSATHS,
IIOCKOJIBKY HEPETYJIAPHBIE KPOBOTEUEHUS MOTYT SIBJIATECA CUMIITOMOM IIOJIMIIOB, TUIIEPILIA3AN
WIN pakKa 3HIOMETPHS, a OOUIIbHBIEC KPOBOTEUEHHS MOTYT SIBJIATHCS IPU3HAKOM HE3aMEUEHHOM

skcnysnbeun BMC.

Nudexum opragos Majaoro rasa

Coo0manock 0 cirydyasx pa3BUTHS WH(EKIHNA OpraHOB MaJIOTO Tasza MPH BBEICHUM JHOOBIX

BMC, kak copepxamiux, Tak 1 HE COAEP>KaLIUX TOPMOHBI.
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ot 15.08.2025 N= 20381

Hecmortps Ha To, uto BMC Kaiinuna JIHI u ip )BOHHI/IK(DFIQI:):I:/I;IIE&E Ié'é‘ &%@ %Ellgr'e&r_:iﬁkﬁ&b

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

3arps3HEHUs] BO BpeMsl MPOLEAYPbl BBEICHUS OHU MOTYT NPUBOAMTH K MOMNAAaHUI0 OaKTepuit
B BEPXHMM OTHEN IOJIOBOTO TpPakTa. B KIMHMUYECKHX HCCIENOBAHMSIX BOCHAIUTEIbHBIE
3aboneBanus opranoB mainoro taza (B30OMT) nanbonee yacto HaOMIOIATUCh BCKOPE TOCTIE
BBenennss BMC Kaitnmuna JIHIT, uTo cooTBeTCTBYeT OMyOJIMKOBAaHHBIM JAaHHBIM B OTHOIIICHUH
MeIbCOJIepKAIIX BHYTPUMATOUHBIX CIHpAaJiei, COrIacHO KOTOPBIM HaWOOJbIIAs 4YacToTa
Bo3HUKHOBeHUs B3OMT BcTpewanace B Te4eHHME NEPBBIX 3 HEAENHb IOCIE YCTAaHOBKU U
YMEHbIIIANach BIIOCIEICTBHUH.

[Tepen naznauennem BMC Kaiinuna JIHI', HEoOXomuMO OIEHWTh HATWYHE Yy >KCHIIMHBI
(akTOpPOB pHUCKa PA3BUTHS MHQEKIIHI OPraHOB MaJoOro Tas3a (Harnpumep, HaIU4YHe HECKOIbKUX
MOJIOBBIX MAapTHEPOB, MHQEKIMH, MepeaaBaeMbIX MOJOBBIM IyTeM, Haimumuue B3OMT B
anamHuese). Mudexnuu opranoB majnoro tasza, Takue kak B3OMT, moryT umerh cepbe3HbIe
MOCIIEACTBHUSI, IPUBO/IS K HAPYIICHUIO PENPOAYKTUBHON (DYHKIIMU U TIOBBIIIAS PUCK Pa3BUTHUS
BHEMATOYHOU OEPEeMEHHOCTH.

Kak u mpu nmpoBeneHUN IpyruxX T'MHEKOJOTMYECKMX WIM XUPYPrHUECKHUX IMpOLENyp, MOCie
BBeieHnsI BMC BO3MOXKHO pa3BUTHE TSKEIBIX HHPEKIMI WK cericuca (B TOM YHCIIe CETICHUCa,
BBI3BAHHOT'O CTPENTOKOKKAMU TPYMIBI A), XOTS M B KpaliHe PeIKUX CIIydasx.

[Ipn penuauBupyromem sHaoMerpure win apyrux B3OMT, a taxke HpH TSKENbIX WIH
PE3UCTEHTHBIX K JieueHuIo ocTpbiXx HHPpekmsx, BMC Kaitnuna JIHI' nomxna ObITh yaaseHa.
Jlaxxe B citydasix, KOT/ia JIMIIb OTJEIbHbIE CUMIITOMBI YKa3bIBalOT Ha BO3MOKHOCTH UH(EKITNH,

ITOKa3aHbI 6aKTepI/IOJ'IOFI/I‘IeCKOC HCCICOJOBAHHUEC U MOHUTOPUHT.

OKCIYJIbCUS

B xnmHuueckux wuccienoBaHusX, B KoTopblx u3ydanacb BMC Kaiinuna JIHIY, wacrora
BO3HHUKHOBEHHS 3KCIYJIbCUH OblTa HU3KOHM (<4% BBeleHUI) U B TeX K€ Mpeaenax, Kak v A
npyrux BMC, kak comepskalllux, Tak U HE COAEpKAIIUX TOPMOHBI. [Ipu3Haku yacTUYHON WA
noaHo# skcnyiascun BMC Kaitnuna JIHI™ MmoryT BKiII04aTh KpOBOTEUEHHE UM OO0JIb, OJTHAKO
BbinazeHue BMC U3 moiocTu MaTKH TakKe MOXKET TPOU30UTH HE3AMETHO ISl JKEHIIIUHBI, YTO
MPUBOJIUT K MPEKpalieHu0 KoHTpauenTtuBHoro aeicteus. [lockonbky BMC Kaitnuna JIHI,
YMEHBIIAET MEHCTPYAIbHYI0 KPOBOIIOTEPIO, €€ YBEIUUEHUE MOXKET YKA3bIBAaTh HA IKCITYJIbCUIO
BMC.

Puck skcmyabCcuu MOBBIILIEH:

* Y KCHIIUH C OOMJIbHBIMH MEHCTPYaJIbHBIMU KPOBOTEUEHHUSIMH B aHAMHE3E;

* y XKeHIMH ¢ uHAekcoM Mmacchl Tena (MMT) Beilie HOpMalbHBIX 3HAYCHHH Ha MOMEHT

BBEJICHMS; 3TOT PUCK ITIOCTENIEHHO YBeIn4YuBaercs ¢ ypenudenuem UMT.
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ot 15.08.2025 N= 20381

Heo0OxoqumMo NpOKOHCYIBTHUPOBATH KEHILUHY O Boz%%ﬁb?gqigﬁ'ﬁq—gﬁ&t@%n ThCHH - b

COOTBETCTBYET SKCNEPTHOMY OTUYETY

IIPOUHCTPYKTUPOBATH €€, Kak npoBepsTb HUTH BMC Kaiinuna JIHI'. CnenyeTr pekomeH10BaTh
JKEHILMHE CBA3aThCS C JIEYAlllMM BpauoM B Cllydae, €CIM HE YJAeTCs HAIyNaTh HUTH, a TaAKXKe
IPUMEHATh OapbEPHBIE METO/IbI KOHTPALIEIIMHU (TaKUE KaK IPE3epPBATUBBI) 10 TIOATBEPKICHHS
pacnonoxenus BMC Kaiinuna JIHT.

YacTuuHas 3KCIyIbCusi MOXKET yMeHbIINUTh 3¢ dextuBHocT BMC Kaiinuna JIHT .

Yactuuno Beimasmiass BMC Kaitmmna JIHIT nomkna ObiTh yaanena. HoBast cucrema MOeT
OBITh YCTAaHOBJICHa B MOMEHT yjnajeHus mnpensiaymeii BMC mpu ycrnmoBuM HCKITIOUYEHUS

OEpEeMEHHOCTH.

Ilepdoparus

[Tepdoparus wnu neHeTpanus Tela WK MEWKH MAaTKH MOTYT MPOUCXOJUTH B OCHOBHOM BO
Bpems BBesieHUs: BMC, X0Tst MOTyT He 0OHapyKHUBaThCs B TEUEHUE HEKOTOPOTO BPEMEHH 10CIIe
BBeneHUs U cHUXaTh dPdexkruBHocTh BMC Kaiinmuua JIHI'. B cimywae 3arpyaHeHuit npu
BBefeHn BMC Kaiinuna JIHI u/unu BO3HUKHOBEHUH CHUIBHOW OONHM WM KPOBOTEUYCHHS BO
BpeMsl HJIM TIOCTIE BBEACHHUS, CICAYET HEMEUICHHO NPEIIPHUHATh HEOOXOTUMBIC MEPBI s
UCKJTIOYEHHS Iep(opalvy CTeHKH MaTKH, TaKKe Kak THHEKoJIoTn4yeckoe oocienoBanue u Y 3U.
B cinydae mnepdopanuu MaTtku CHUCTeMYy CJEAyeT YyIalduTbh, MOXET MOTpedoBaThCs
XUPYPruuecKoe BMEIIATEIbCTBO.

B kpynHOM NpOCHEKTHBHOM HEUHTEPBEHIIMOHHOM KOTOPTHOM HCCJIEIOBAHUM Y >KCHIIMH,
npumensonmx BMC (N=61448 s>xeHmWH) ¢ nepuogoM HaOmoaeHus 1 Tox, dYacTtora
nepdopanuii cocrasnmsia 1,3 (95% AU: 1,1 — 1,6) na 1000 BBeneHuil Bo Bcel Koropre
uccaenosanus; 1,4 (95% AU: 1,1 — 1,8) na 1000 BBeneHuii B Koropre uccieqoBaHus ¢ Ipyrou
neBoHOprecTpen-seicBobokAaromed BMC u 1,1 (95% AU: 0,7 — 1,6) ma 1000 BBeneHuii B
Koropte ¢ meapcoaepxkameid BMC.

HccnenoBanue mpoJeMOHCTPUPOBAIIO, YTO KaK IPyAHOE BCKapMIIMBaHUE HA MOMEHT BBEJICHUS
BMC, tak u BBenenne BMC B nepuoa 10 36 Helenb mociie PojoB ObLTH aCCOIMUPOBAHEI C
HOBBIIEHHBIM pHucKoM nepdoparuu (cM. Tabmuiy 2). O6a ¢dakropa pucka HE 3aBUCENH OT
tuna npumensemoit BMC.

Tabauya 2. Yacmoma nepghopayuti na 1000 esedenuti 015 8celi KO2OpMbl UCCIEO08AHUSA C
nepuooom uabuodenus 1 200, cmpamuguyupoeannas no 2pyoOHOMY 6CKAPMAUBAHUIO U

8pemeHu nocie pooos npu eeedenuu BMC

['pynHO€e BckapMiiiBaHue Her rpynnoro
Ha MOMEHT BBEJICHUS BCKapMJIMBaHUS Ha

MOMCHT BBCACHUA
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 15.08.2025 N= 20381

BBenenue uepe3 <36 Henenb .0 (OCHEAD E";'TEHEIW: CTH 0003)

MocCIie PO/IOB (95% 1u: 3,9-17,9, (95% An: 0,8 — 3,1,
n=6047 BBeICHMUIA) n=5927 BBeICHUIA)

Brenenue uepe3 >36 nenenp 1,6 0,7

MocIie PO/IOB (95% OM: 0,0 9,1, (95% A: 0,5 -1,1,
n=608 BBeICHUI) n=41910 BBeneHwmit)

B sT0oM e uccrienoBaHuy B paMKax MpoUIEHHOT0 Neproa HaOIoeHUs 10 5 JIET B MOATPYIIIe
xeHmuH (N = 39009 >xeHIIIH, TPUMEHSIOMUX APYTYIO IEBOHOPTECTPE-BRICBOOOKIAIOIIYIO
BMC umu meabcoaepskartyto BMC, nnst 73% 3THX JKeHIIMH JaHHbIe ObUIH JOCTYITHBI 32 BECh
nepuo1 HaOJIIoACHUS ) YacToTa rnepdoparuii, 00HAPYKEHHBIX B Pa3HOE BPEMS B TEUCHHE BCETO
5-netrHero mepuoaa, coctasuina 2,0 (95% JU: 1,6 — 2,5) na 1000 BBenenuii. Kak rpyanoe
BCKapMJIMBaHHE HAa MOMEHT BBEJCHMSA, TaK M BBeJeHHE 10 36 Heleslb Mocjie PoJOoB ObUIH
MOJITBEP K ICHBI KaK (PAKTOPBI pUCKA TAKIKE U B TIOJATPYTIIE C S-JIETHUM MTEPUOIOM HAOTIOACHHSI.
Puck nepdopatiiir MokeT ObITh MOBBILIEH Y XKEHIIHUH C GUKCUPOBAHHONU PETPOBEPCUEH MATKH.
[TosTOpHBIN 0ocMoTp nociie BBeaeHuss BMC Kaitnuna JIHI ciegyer npoBoAuTh B COOTBETCTBUU
C UHCTPYKIMSMH, U3JIOKEHHBIMH B moapasfene «MeaumuHckoe —oOcienoBaHue/
KOHCYJIBTAIMs», KOTOPhIE MOTYT OBITh aJanTHPOBaHBI B COOTBETCTBHH C KIMHHYECKUMU

MOKAa3aHUSMU MIPU HAJIMYUU Y KEHIIUHBI (aKTOPOB pucKa nmeppopaii MaTKH.

[Toreps HuTen

Ecnu npu nocnenyronmx nocine seeneHust BMC runexonoruueckux 00cine[0BaHusSX HUTH JUIS
ynanenuss BMC ne ynaercst oOHapyXuTh B 00JIACTH IIEHKH MAaTKHU, HEOOXOAMMO UCKIIOUYUTH
9KCIYJNbCUIO WM OepeMeHHOCTb. HUTH MOryT OBITH BTAHYTHl B MOJIOCTh MATKH WM
LEPBUKAJIbHBIN KaHAJI U CTAHOBUTHCSA BHOBb BUJIMMBIMU BO BpPEMsI CJIEIYIOIIEH MEHCTPYyalUH.
Ecnu 6epeMeHHOCTh UCKIIIOUEHA, MECTOPACIONOXKEHUE HUTEH 0OBIYHO yAaeTCs ONPEAETUTh C
IIOMOIIbI0  OCTOPOKHOTO  30HAMPOBAHUS  COOTBETCTBYIOIIMM HMHCTpyMeHTOM. Ecin
00HapyXUTh HUTH HE YAAaeTCs, HEOOXOUMO PACCMOTPETh BO3MOKHOCTH Mephopallii CTEHKU
MaTku Wiy dkcnynbcun BMC w3 monoctu maTtku. UToOBI ompenenuTh NPaBHIBHOCTH
pAacmoJIOKEHUsSI CUCTEMBI, MOKHO HCMoNb30BaTh Y3U. B ciyyae ero HEQOCTYHMHOCTH WU
HeMH()OpPMAaTUBHOCTH Uit ompeneneHust pacronoxenuss BMC Kaitiimna JIHIT moxxHO

HCIIOJIB30BAaTh PCHTICHOJIOTHYCCKOC UCCIICAOBAHUC.

KucThl SUYHUKOB/ YBCINYCHHBIC d)OJ'IJ'II/IKVJ'IBI B AMYHUKAX

[Tockonbky koHTpanentuBHbIN A3 hext BMC Kaitnmuaa JIHI™ oOycnoBneH, rmaBHbIM 00pa3om,
MECTHBIM JCWCTBUEM B MaTKe, y JKEHIIMH PpENpONyKTHBHOIO BO3pacra OOBIYHO HE
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ot 15.08.2025 N= 20381

HaOIr0aeTCsl U3MEHEHUN (YHKIIMH SUYHUKOB, BKJHO%;'I%'G%W?HB@&E%@ "db'OJ]I_Jﬁ'/I'lthJII" B,

COOTBETCTBYET SKCNEPTHOMY OTUYETY

BBIXOJ OOIUTa M arpe3uto (oymkyiaoB. MHorma arpe3ust (OJUIMKYJIOB 3aJepKUBACTCS, U
(GoUIMKYIOTeHE3 MOXKET MPOAOIDKAThCA. Takue yBENWYEHHBIC (DOJUTUKYIBI KIMHUYECKU
HEBO3MOXXHO OTJIMYUTh OT KUCT SIMUHMKOB. O KHCTaxX SMYHMKA (BKJIIOYas FeMOpparuyeckue
KHCTBI SUYHHMKA U Pa3pblB KMCThI IMUHUKA) COOOIIATIOCH B X0J€ KIMHUUYECKHX UCCIIEA0BAaHUM
KaK O HEXEeJIaTeNIbHbIX PEAKIMX, 110 KpallHEel Mepe, OTHOKPATHO IPUMEPHO y 22,2% KEHIINH,
ucnons3ytonmx BMC Kaitnuna JIHI'. B GonbIIMHCTBE CilydaeB 3TH KHUCTHI HE BBI3BIBAIOT
HUKaKUX CHUMIITOMOB, XOTS MHOTAA OHU MOTYT COIPOBOXKIATbCs OOJIbIO BHU3Y KMBOTA WIIH
00J1bI0 MTPH MTOJIOBOM KOHTAKTE.

B OonpmuHCTBE cCiyyaeB yBEJIWYEHHBIE (DOJUIMKYJBI HCYE3al0T CaMOCTOSITENBHO Ha
NPOTSDKEHUH JIBYX-TpeX MecsieB HaOmoJeHus. Ecnu 3Toro He mpou30nuIo, peKOMEHIYeTCs
MPOJIOJDKATh HaOMofeHue ¢ momompbio Y3U, a Takke Apyrux HaJIeKalnux Je4eOHBIX U
JUArHOCTUYECKUX  MeponpusaTHid. B  penkux cioyuyasx mnpuxoaurcss mnpulerate K

XUPYPrU4E€CKOMY BMEILIATEIILCTBY.

Hapyiienus ncuxmku

[TonaBneHHOE HACTPOEHWE W JIETIPECCUS — XOPOIIO H3BECTHBIE MOOOYHBIE 3(PHEKTHl MpHU
MIPUMEHEHUN TOPMOHAIBHBIX KOHTpalenTuBoB (cM. pasznmen 4.8). Jlempeccust MOXKET HOCHUTH
CEpbE3HBI XapakTep M SBISETCS XOPOIIO H3BECTHBIM (DAKTOPOM pHCKA CYHIIMIATHHOTO
noBeneHus u cyunupa. Cremyer mpouHPOPMHUPOBATH KEHINUHY O HEOOXOIUMOCTH
KOHCYJIbTAI[H C BPAUOM B CITyyae W3MEHEHUsI HACTPOCHHUS U JETIPECCUBHBIX CUMIITOMOB, B TOM

YHUCJIE BCKOPE MOCIIC HaYajia JICYCHU.

Mephl IPpea0CTOPOKHOCTH BO BpeMsl VIAICHHUS CUCTEMBI

[IpunoxxeHue 4Ype3MEpHOM CHIIBI WM HUCIOJIB30BAaHUE OCTPBIX MHCTPYMEHTOB BO BpeMs
YAQICHHUs] CUCTEMBI MOYKET TIPUBECTH K ee mosioMke (cM. pasnen 4.2). [Tocne ynanenuss BMC
Kaitnmuuaa JIHIT criemyeT mpoBepuTh CHCTEMY Ha TIPEIMET IEIOCTHOCTH U yOIUTHCS, UTO OHA

INOJITHOCTBIO U3BJICUCHA.

4.5 B3aumoneiicrBue ¢ APYrMMH JIEKAPCTBEHHBbIMHU IIpenaparaMd U Apyrue BH/IbI

B3alMOJeliCTBUSA

Bunustaue npyrux gekapctBeHHEBIX cpenctBs Ha BMC Kaitnunga JIHT

Bo3MOXHO  B3aMMOJEHCTBHE €  JICKAPCTBEHHBIMH  CpPEACTBAMHU, HHIYLUPYIOLIUMHU
MHUKPOCOMAJIbHbIE (PEPMEHTHI MEYCHH, B pPE3yJbTaTe€ YETrO0 MOXKET YBEIUYMBATHCS KIHPEHC

IMOJIOBBIX TOPMOHOB.
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Bemecmea, nosvliiarouue KiupeHc j1esoHopeecnmpenda, H%IIT[I/IMQEJ'L BATEIBHOCTE 0003 :I

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

®enutonH, 0apOUTYpaThl, MPUMHUIOH, KapOama3enuH, pupaMIUIUH H, BO3MOXHO, TaKkKe
OKckap0Oa3zenuH, Tonupamar, (endamar, rpuseodyabBUH, a TaKXKe MpenapaTsl, CoAepKalime
3Bepo00il  MPOABIPSABICHHBIA. BiusHME JaHHBIX BEIIECTB HAa  KOHTPALENTHBHYIO
s dextuBHOCTF BMC Kaitnuna JIHI' He m3BecTHO, HO TMpeIonaraercs, 4To OHO HE WMEEeT

BaXXHOI'O 3HA4YCHHUA B CBA3HU C MCCTHBIM MCXaHU3MOM I[GﬁCTBHH.

Bewecmea c paznuunvim enusHuem Ha KIUpeHc 1e6OHopeecmpend, Hanpumep:
[Ipu coBMECTHOM MPUMEHEHHUH C TOJIOBBIMH TOPMOHAMH MHOTHE HHTUOUTOPHI ITpoTea3bl BUY/
Bupyca renaruta C, a Takke HeHYKJICO3UAHbIE HHTUOUTOPBI 00paTHON TPAHCKPHUIITA3hl MOTYT

KaK YBCJIMYHBATb, TAK U YMCHbIIATH KOHIICHTPAHUIO I'€CTarcHa B IJ1a3MC KpOBHU.

Bewecmea, cnudicarowjue KiupeHc iegonopecmpenda (UuHeubumopwvl gepmenmos), Hanpumep:
CwibHble W yMmepeHHble uWHTHOWTOPHI wu30hepmenta CYP3A4, Takue Kak a30JIbHBIC
MPOTUBOTPUOKOBBIC TpernapaThl  (HampuMmep, (IIYKOHA30JI, HWTPAKOHA30J, KETOKOHA30JI,
BOPUKOHA30J), BepamaMui, MaKpOJIHIbl (HAampUMep, KIApUTPOMULIMH, SPUTPOMHIIMH),
JTUIITHA3eM U TpeHn@pyTOBBI COK MOTYT IMOBBIIIATH KOHLEHTPAIMM TECTareHa B IJIa3Me
KPOBH.

[Tpumeuanue: 1isi onpeaesieHns NOTEHIUAIbHOIO B3aUMOJEUCTBUS ClIEyeT MPUHUMATh BO

BHUMAaHHC PCKOMCHAAIIUMHA 1TO ITPUMCHCHHUIO CONMYTCTBYIOMICTO JICKAPCTBCHHOT'O CPCACTBA.

MaruutHo-pe3onancuas tomorpadus (MPT)

TectupoBanre He B paMKaX KIMHUYECKHX HCCIEOBAHUM JPYrHX JIEBOHOPIE€CTPEI-
BbICBOOOKHaromux BMC ¢ Tem ke pazMepoM cepeOpsHOro Kosblia U T-00pa3Horo xopiryca
noka3zano, yto MPT y nanuenTku nocne ycranosku BMC Kaiinunaa JIHI' (MP-coBMecTuMOif)
MOYXeT OBITh 0€30MacHO MPOBEACHO MPH CIECTYIONUX yCIOBUAX:

- HaIpsHKEHHOCTh MarHUTHOro nojst 3 Tecna u meHee;

- npocTpancTBeHHBIN rpaaueHT moist 36000 ["aycc/cm (360 Tn/m) u menee

- MaKCUMAaJbHBIA CpeHUH yAenbHBINH Kod(duuueHT nornomenus BceM tenoMm (SAR) 4
BT/Kr ¢ MeromoM KOHTpOJS MEpPBOrO YpOBHS B TEUYEHHE 15 MHMHYT HENPEphIBHOTO
CKaHHUPOBAHMS.

BrimeynoMsiHyThie  JIeBOHOprecTpeln-BeicBoOOKatomue BMC npu TectupoBaHuM HE B
pamMKax KIMHUYECKUX MCCIIeIOBAaHUH BBI3BIBAIIN MMOBBIIIEHUE TEMIIEPATYPHI, PABHOE UJIH MEHEE
1,8 °C mpu MakCUMaJbHOM CpPEIHEM YAEIbHOM KO3(p(PHIMEHTE MOTJIOMICHUSI BCEM TEIOM
(SAR) 2,9 Bt/kr B Teuenue 15 munyt ckanupoBanus MPT npu 3 Tn ¢ ucmonas3oBaHueM
KaTyIIKHU puemMa/nepesadyn B CUCTEME.

Hebonbmol ned ekt BU3yaau3alii MOXKET BOSHUKHYTh, €CIIM 30Ha MHTEpeca SBISIETCS TOH e
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30HOM WJIM OTHOCUTEIHHO OJTM3KOU K PaCIIOI0KEHUIO B%ﬁéﬁﬁ%@ﬁfl&ﬂbwj CTb D003)

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

4.6 DepTHIBLHOCTD, 0€PEMEHHOCTD U JAKTAUMS

bepemeHHOCTB

[Tpumenenne BMC Kaitnnnaa JIHI™ nmpotuBomiokasano npu 6epeMeHHOCTH (CM. paszzen 4.3).
Ecnu GepeMeHHOCTh BO3HUKAET Yy KEHIIMHBI BO Bpems npumeHeHuss BMC Kaiinmuna JIHI,
cienyet yaanutb BMC kak MOXHO ckopee, Tak Kak JIlo00i BHYTPHUMATOYHBIN KOHTPALICTITHB,
OCTaBJICHHBIX In situ, MOBBIIIAET PUCK CaMOINPOU3BOJIBHOTO a0OpTa M MPEXKIEBPEMEHHBIX
ponoB. Ynanenne BMC Kaiinuna JIHIT Takke MOXET HPUBECTH K CaMOIPOU3BOJIBLHOMY
abopty. Heo6X01nMo UCKITIOUNTh BHEMATOUHYIO OEPEMEHHOCTD.

Ecnu keHmmHa Xo4yeTr coxpaHuth OepeMeHHOCTh 1 BMC ynanuth HEBO3MOXHO, CIEIyeT
OpoMH(GOPMUPOBATh MAIMEHTKY O pPHUCKAaX, a TakXKe O BO3MOXHBIX IIOCIEACTBUAX
MPEKICBPEMEHHBIX POJIOB Ui peOeHKa. B mogoOHbIX ciiydasx 3a TedyeHHueM OepeMeHHOCTH
clenyeT TIaTenbHO HabmoaaTh. JKeHluHe cienyer 00bICHUTh, YTO OHA JOJDKHA COOO0IaTh
Bpauy 000 BCEX CHMOTOMAaX, MO3BOJISIOUIMX IMPEINOJIOXKHUTh OCIOKHEHUSI OCpEMEHHOCTH, B
YaCTHOCTH, O MOSIBJICHUHU OOJIM CIIACTHYECKOT0 XapaKTepa BHU3Y KUBOTA, COIPOBOXKJAIOIIEHCS
MOBBIILIEHUEM TEMIIEPATYPBI TENA.

Kpome Toro, Henb3s UCKIHOYUTH MOBBIIMICHHBI PUCK BUPWIN3HPYIOIIETO JIEUCTBUS HA IO
KEHCKOT'0 Tojla BCJIEACTBHE BHYTPHUMATOYHOTO BBICBOOOXIEHHUS JIEBOHOprecrpena. boumn
€AMHHUYHBIE CIIy4ad MacKyJMHU3AlUHM Hapy>KHBIX IIOJOBBIX OPraHOB IUIOJA EHCKOro IoJia
nociie JIOKaIbHOr0 BO3JEHCTBHS JIEBOHOPTecTpesa BO BpeMsi OEpeMEHHOCTH C MPUMEHEHUEM

JeBoHOprecTpen-coaepxkamux BMC.

JlakTanus

B uenom, mpuMmeHeHune 000TO KOHTPAILCTITHBA, COAEPIKAIIETO TOJBKO MPOTreCcTarcH, He
OKa3bIBaCT BPEIHOTO BIIMSHUS HA POCT W pa3BUTHE peOeHKa uepe3 6 HeeNlb IMOCIe POJIOB.
JleBonoprectpen-BeicBoOOkatomas BMC He oka3biBaeT BIMSHUS Ha KOJHMYECTBO WIIH
Ka4ecTBO TpyaHOro mosoka. HebGombmioe kommuectBo mnporecrareHa (okoio 0,1% mo3el

JIEBOHOPTECTpeIIa) MOXKET MOCTYIUTh B OPTraHU3M peOeHKa MPH IPYAHOM BCKAPMIIMBAHUH.

DepTUILHOCTE

Hcnonp3oBanne JeBOHOprecTpen-BoicBoOOKAaromux BMC He oka3bBaeT BIMSHUSA Ha
¢eprmiibHocTs B OyaymeMm. Ilocie ynamenuss BMC  ¢epTunbHOCTD Yy JKEHIIMHBI

BOCCTaHaBIUBaeTcs (CM. pasnen S.1).

4.7 BinsiHue Ha CIOCOOHOCTH YNPABJISATH TPAHCIIOPTHBIMHU CPeICTBAMH U PadoTaTh
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(NOCNEOQCBATENBEHOCTL 0003)

C MEXaHU3MaMH

COOTBETCTBYET SKCNEPTHOMY OTUYETY

BMC Kaiinuna JIHI' He oka3pIBaeT BIMSIHME Ha CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMU

CpeICTBaMU M paboTaTh C MEXaHU3MaMHU.

4.8 HexenarenbHble peakuuu

Pesrome mpoduiist 6e3onacHOCTH

[Mocne ycranoBku BMC Kaiinuna JIHI™ y GonpIinHCTBA KEHIIMH HAOIIOAAETCS U3MEHEHHE

XapakTepa MEHCTpPYyallbHBIX KpoBoTeueHUU. Ha mNpoTsHKeHMHM HWCIONb30BaHUS Mpemnapara

4acTOTa aMEHOPEH M HEYACThIX KPOBOTECUEHUH IMOBBIIIAETCS, & YACTOTa MPOJOJKUTEIbHBIX,

HEPETYJISPHBIX U YACTHIX KPOBOTEUEHUN CHUKAETCSI.

B xIMHUYECKUX HCCIeIOBAaHUSX HAOIOIANCS CIEAYIONUI XapaKkTep KPOBOTCUCHHIA:

. B niepBbie 90 HEH HCIoNIb30BaHMsI CUCTEMbI MeHee 4eM y 1 % KeHIIUH Ha0uIo1a1ach
ameHopes, y 10 % - HewacTble KpoBoTeueHus, y 25 % — gactele kpoBoTeueHus, y 57 %
— IPOAOJKUTENbHBIE KPOBOTEUEHUA™ U y 43 % — HeperyJsipHble KpOBOTEUEHHUS,

° BO BTOpO# 90-1HEBHBII MTEPHO]T KCTIOIB30BaHUS CUCTEMBI Y 5 % jKeHIIUH Ha0II0/1a1ach
ameHopes, y 20 % — HeuacTele KpoBoTeueHus, y 10 % — gacteie kpoBoTeuenus, y 14 %
— IPOAOJKUTENbHBIE KPOBOTEUEHUA™ U 'y 25 % — HeperysipHble KpOBOTEUECHHUS,

o B KOHIIE NIEPBOTO IoJ1a UCIoNb30BaHus y 12 % sxeHImuH Habroanack ameHopes, y 26
% — HewacTble KpoBoTeueHMs, y 4 % — dactele KpoBoTeueHus, y 6 % —
MPOJOKUTENbHBIC KpoBOTeUeHUS* Uy 17 % — HeperyJIsspHbIe KPOBOTCUCHHUSI.

. B KOHIIE 3-T0 roJia UCTIOIb30BaHus CUCTeMBI Y 20 % >KEeHIINH Ha0JIr01anach aMeHopes,
y 26 % — HewacTble KpoBOT€4YeHHMs, Yy 2 % — dacTele KpoBoTeueHus, y 2 % —
IPOIOJDKUTENbHBIE KpoBoTeueHUS™* Uy 10 % — HeperysipHble KPOBOTCUCHHS.

° B KOHIIE 5-T0 rojia UCTIOJIB30BaHUs CUCTEMBI Yy 23 % KeHIIMH HaOJI01a71ach aMeHOpes,
y 26 % — HewacTble KpOBOT€UeHHMs, y 2 % — yacTele KpoBoTeueHus, y 1 % —
POJOKUTEIbHBIE KPOBOTEUCHUS™ 'Y 9 % — HeperysipHble KpOBOTEUEHUSI.

* - JKEHIIMHBI C MPOJOJDKUTEILHBIMI KPOBOTCUCHUSMU MOTYT OBITh TaKXKe BKJIIOYCHBI B

JpyTue KaTeropuu (KpoMe aMeHOpen).

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN

[IpencraBineHHble B TaOlWle HEXeNaTeIbHBIE pPEaKIMH, 3aperuCTPUpPOBAaHHBIE TIpU
npumeHennn BMC Kaitnuna JIHI, pacnpeneneHsl MO CHCTEMHO-OPraHHBIM KJlaccam ¢
YKa3aHUEM YacTOThl UX BO3SHUKHOBEHHMS, COIIACHO pekoMeHaanusm BO3:

o4deHb yacTo (>1/10)

gacTo (o1 >1/100, Ho <1/10)
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HevacTo (ot >1/1000, HO <1/100)
peaxo (ot >1/10000, Ho <1/1000)

oueHb penko (<1/10000)

COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 15.08.2025 N= 20381

(NOCNEOQCBATENBEHOCTL 0003)

CucremHno- Ouensb yacTo Yacro Heuacro
OPraHHBIN Kj1acc
IIcuxnueckue MOJAaBJIEHHOE
HapyILIeHUsS HacTpoeHue/
Jenpeccusi, CHIDKEHHE
Um0
Hapymenus co rojioBHast 60J1b MUTPEHb
CTOPOHBI HEPBHOM
CHCTEMBI
Hapymenus co TOJIOBOKPY KEHUE
CTOPOHBI COCY/IOB
Kenynouno- 00JIH B )KMBOTE/00JIH B | TOIIHOTA
KHIIIEYHbIE obnactu Taza
HapyIIEeHUs
Hapymenus co akHe/ cebopest AIIOTICITHS TUPCYTU3M
CTOPOHBI KOXKHU U
MOJIKOKHBIX TKaHEeH
Hapymenus co M3MEHEHHUS XapakTepa | MHPEKIIUU OpPraHoOB nepgoparus MaTKu
CTOPOHBI KPOBOTCUCHHIA, MAaJIoro Tasa, (BKITFOUAsT
penpOAYKTUBHON BKJIFOYAs YBEJIMUEHHUE |IUCMEHOpes, 0o/ TIEHETPAINIO0 ) **
CUCTEMBI U MOJIOYHBIX |HJIA YMECHBIIICHUE TUCKOMQOPT B
xKeres o0Bbema MOJIOUHOM KeJese,
MEHCTPYaJIbHBIX akcnynbeus BMC
KPOBOTCUCHH, (monHas u
Ma)KyIIH€E BBIICIICHUS, | YACTHYHAS),
HEeYacTble BbIJICJICHUS U3
KPOBOTCUCHHSI U MOJIOBBIX MyTeH
aMEHOPEI0, KUCTHI
SIMYHUKA™,
BYJIbBOBAarMHUT
JlaboparopHsble u YBEJIMUYEHUE MACChI
MHCTPYMEHTAJIbHbIE Tena
JTAaHHBIC
* - B KJIMHMYECKHUX MCCIEIOBAHUAX KHUCThl SUYHUKOB PETUCTPUPOBAIUCH KakK
HE)KENaTeNIbHbIE pEakIMu B CIy4yasX, €cld OHU OBUIM TaTOJNOTHYECKUMH,

He(yHKIIMOHATLHBIMH W/WUJIM UMETTH TuaMeTp Oornee 3 cMm mo ganabM Y 3U.

**  _ 93ra

HCMHTCPBCHUIMOHHOT'O

MMPUMCHAIOIUX

qacToTa

OCHOBAaHa

KOTOPTHOTO

APYTYIO

Ha

ncciaca0oBaHus C

MaHHBIX

JIEBOHOPT€CTPEII-BEICBOO0KTAIOIILY IO

KPYIHOTO

y4acTueM

MIPOCTIEKTUBHOTO
JKCHIIIHH,

BMC WA

Meascoaepxanryro BMC, koropoe mnokaszano, 4To nepuoj] TpyAHOr0 BCKapMJIUBAHUS
BO BpeMs BBeJieHUs cucTeMbl U BBeAgeHne BMC B nepuop 1o 36 Henenb nociae poaoB

SBJISIFOTCS HE3aBUCUMBIMHU (akTopamMu pucka mnepdoparuu (cMm. pasgen 4.4). B
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KIuHnYecknx ucciaenosanusax ¢ BMC Kaianna Hf-ﬁl,:' éQ&%&%J@E‘SM&%&&}H )

KEHIIMHBI B IEPUOJ] IPYIHOTO BCKapMIIMBAHUS, YaCTOTA Mephoparvu Obl1a «PeaKomn».

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEeaKIIUMi

[Ipu ucmoap30BaHUM APYTHX JIEBOHOPTECTpEI-BhICBOOOK Marox BMC oTmevanuch cinyyan
MOBBIIICHHOW YYBCTBUTEJIIBHOCTH K JIEBOHOPIeCTpENly, BKJIKOYas Chlllb, KPAMUBHULY H
AQHIMOHEBPOTUYECKHM OTEK.

Ecmun y xenumnbsl ¢ ycranoBieHHod BMC Kaiinuna JIHIT mactymaer OepeMEeHHOCTS,
OTHOCHUTEIIbHAsl BEPOSITHOCTh TOTO, YTO 3Ta OEPEMEHHOCTh MOXKET OBbITh BHEMAaTOYHOM,
noBkImIaeTcs (cM. pazzaen 4.4).

Hutu nns ypaneHus cucTeMbl MOTYT OUIYIIATHCS MapTHEPOM MPH TMOJOBOM KOHTAaKTeE.
Crnenyrolue HEXeNaTeNbHbIE PEAaKLUHM OTMEUYAINCh B CBSI3M C IPOBENECHUEM IPOLEAYPHI
ycranoBku i yaanenuss BMC Kaiinuna JIHI:

- 00Jb, KPOBOTEUEHHUE TOCIIE YCTAHOBKM CHCTEMbI, Ba3OBarajibHas peakilys Ha BBEICHHE,
IPOSIBIIAIONIASCS TOJIOBOKPYXKeHUEM Wi oOMopokoM. [Iporenypa MoxkeT cripoBOLIMPOBAThH
CYZOPOXHBIN MPUCTYI Y TALUEHTOK C MHIICTICUEN.

[Tocne ycranoBku npyrux BMC coobmanocs o ciaydasx pa3BUTHS cercuca (B TOM 4YHCIe

Cerncuca, BEI3BaHHOTO CTPENTOKOKKaMHU rpymibl A) (cM. pasnen 4.4).

eTH
Oxwunaercsi, yto npodunb 6ezonacioctd BMC Kaitnuna JIHIT mist neBouek-moipoCcTKOB B
Bo3pacte 10 18 mer OyzeT TakuM ke, KaK u Jyuisl skeHuH 18 et u crapme. Madopmanuro o

0e30MacHOCTH IPUMEHEHHS Y MOJAPOCTKOB CM. B pasnene S.1.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOA03PEBACMBIX HEXKENIATENbHBIX PEAKIUAX TOCIEe PErUCTpaIUU
JIEKapCTBEHHOI0 IMpemapata ¢ Leldbl0 o00ecreyeHus HEempephIBHOIO MOHUTOPUHTA
COOTHOILEHUS «I0JIb3a — PUCK» JIEKApCTBEHHOIo npemnapara. MeauiuHCKuM pabOTHUKAM
pEKOMEHAyeTCS cOoO0marh O JIOOBIX IOJ03PEBAEMBIX HEXKENATEIbHBIX PEaKIUIX
JICKapCTBEHHOTO Tperapara 4epe3 HallMOHAIBLHBIE CUCTEMBI COOOIIEHUS O HEXKEaTEIbHBIX

PEaKIHsIX TOCYAapCTB — WieHOB EBpa3uiickoro 3KOHOMHYECKOTO CO03a:

Poccuiickaa ®@eoepayus
®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03
DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru
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https://roszdravnadzor.gov.ru/

Pecnybnuxa Benapyco

VII «LIeHTp 3KCIIEepTU3 U UCIIBITAHUH B 3{PaBOOXPAHEHUN»
Anpec: 220037, r. Munck, ToBapumieckuit niep., 2a
Tenedon: +375 17 231 85 14

@axc: + 375 17 252 53 58

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

4.9 ITepenosupoBka

He npumenumo.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1 dapMakoIUHAMUYECKHE CBOIiCTBA
dapmakorepaneBTudeckas rpymnma: Jlpyrue cpeacrsa, INpPUMEHsSEMblE B THMHEKOJIOIHMH;
KOHTpaHeHTHBBI IJI1 MECTHOT'O HpI/IMeHeHI/I}I; BHyTpI/IMaTO‘IHBIG KOHTpaI_IGHTI/IBBI.

Kog ATX: GO2BAO3

MexauusM aeiictus U dhapMakoaruHaMudeckre YO hEKTHI

BMC Kaiinuna JIHI, BeicBOOOXIaromasi JI€BOHOPTECTPEN, OKa3blBaeT TIIABHBEIM 00pa3oM
MECTHOE€  TIeCTareHHOe  JeWcTBHe. ['ecrareH  JIECBOHOpPrecTped  BBICBOOOXKIAeTCs
HEIOCPEICTBEHHO B IOJOCTH MATKHU.

Bricokast KOHIIEHTpaiusi JI€BOHOpPrecTpena B JHAOMETPUHU CIIOCOOCTBYET CHUKEHUIO
YYBCTBUTEJIBHOCTH €r0 3CTPOr€HHBIX U IPOr€CTEPOHOBBIX PELENTOPOB, JeNas YHAOMETPUN
OTHOCHUTEJIBHO HEBOCIIPUUMYMBBIM K IUPKYJIUPYIOLUIEMY 3CTPaguOy M OKa3blBas CHIIBHOE
antunponudeparusHoe nericteue. [Ipu mpumenennun BMC Kaitmuaa JIHIT nabmromarotcst
Mop(hooruueckre U3MEHEHUsl B DQHJIOMETPUU U ci1aldasi MECTHasl peakiusi Ha MPUCYTCTBUE B
MaTKE€ HWHOPOAHOIO Tejla. YBEIMYEHHUE BSI3KOCTH CEKpeTa MIEHKM MATKH IpexyNnpexaacT
IIPOHUKHOBEHHUE CIIEPMATO30MA0B B IOJIOCTh MaTKu. JIOKanpHble M3MEHEHHS B MaTKe U
MaTOYHBIX TpyOax MOMAABISIOT MOJABMKHOCTh M (YHKIUIO CIEPMaTO30MIO0B, MPeI0TBpaIas
omonoTBopenre. B knmmHuueckux wuccinenoanusx BMC Kaiimna JIHIT oBymsanus
HaOroanack y OOJBIIMHCTBA KEHIIMH B UCCIIEAyeMOl noarpymnmne: y 23 u3 26 jKeHIIUH — B
nepsblil rog nocie BeegeHuss BMC, y 19 u3 20 jxeHmMH — B TeueHUe BTOPOro roga u'y 16 us

16 >xeHIIMH — BO BpeMsl TPEThEro roja NpuUMEHEHUs. B TedeHue 4deTBepToro roga mocie
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MOATPYIIIE; Ha MATHIA FOJ MIPUMEHEHHUs HU OJHOM JKEHILUHBI B IOATPYIIIIE HE OCTAJIOCH.

Kimmaunueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

KontpanentuBaas sddextuBHocts BMC Kaiinuna JIHIT omnenuBamack B KIMHUYECKOM
UCClIeIoBaHUM ¢ yyacThueMm 1452 xeHmuH B Bo3pacte 18-35 ner, Bximrowast 574 (39,5 %)
HEPO’KABILUX KEHIINH, Y 482 xeHuuH u3 Hux (84,0 %) no Beeaenus BMC Kaitnuna JIHT ne
ObUI0 OEPEMEHHOCTH.

WNunexc Iepns (mokazatens, oTpaxaromuii yrcio 6epemerHocteit y 100 xKeHIIWH B TEUCHUE
roja) cocraBui npudausutensHo 0,16 B redenue 1 rona (95 % nosepurenshblii untepsai 0,02-
0,58) u 0,29 B Tewenue 5 ner (95 % momepurenbHbii uHTEepBan 0,16-0,50). Yacrora
Hed(PeKkTUBHOCTH MeToaa (BKIIIOYANOIIAs TaKXke OEepeMEHHOCTh, BO3HHUKIINYIO Ha (GoHE
HEBBISIBICHHOMN 3KCIylbcuu Win nepdopauun) cocrasuia npumepao 0,2 % uyepes 1 ron, a
KyMyJISITHBHasi yactoTa Hed(ddekTuBHOCTH MeToga B TeyeHue S5 ner cocrtaBuina 1,4 %.
[Ipumenenune neBoHOprecTpen-seicBoOOKAaomux BMC He oka3bplBaeT BIMSHHUA Ha
bepTunbHOCTD B OyaymieM. Pesynbrarel uccnenoanus npu npumeHennn BMC Kaitnuaa JIHI
B TE€UEHHE 5 JIET CBUIETENBCTBYIOT O TOM, uT0 y 116 sxenmun u3 163 (71,2%), xenarommx
UMeTh peOeHKa, OEpEMEHHOCTh HACTyIaeT B TeUeHHE 12 MeCAIEB MOCIIe YalIeHUs] CUCTEMBI.
Ha ¢one BMC Kaiinuna JIHI' u3mMeHeHne xapakTepa MEHCTPYalui SBISIETCS pe3yJbTaToM
IPSIMOTO IEHCTBUS JIEBOHOPreCcTpesa Ha SHAOMETPUN U MOXKET He 0TOOpakaTh OBapHAIbHOTO
uKiIa. YeTko B3aMMOCBSI3U MEXAY pa3BUTHEM (OJUTUKYJIOB, OBYJISIIMEH U KOHIIEHTpaIuen
ACTpaauoia M NPOrecTepoHa B IUIA3ME KPOBM Y JKEHUIMH C Pa3JIMYHBIM XapaKTEpPOM
MEHCTpyaluil He mpocnexuBaercs. B nepssie Mecsipl nocie yecranosku BMC Kaiinuna JIHD
BO BpeMsl Ipoliecca MoaBieHus npourdepaniy 3HI0METPUS MOXKET HaOII01aThCsl YCUIIEHHE
KPOBOTOUEHUN/KPOBSIHUCTBIX BbIACNEHUN W3 mosiocth MaTku. [locnenyromiee BhIpakeHHOE
NOJABJIICHUE OHHAOMETPHS BEAET K YMEHBUICHHIO MPOJOJDKUTEIBHOCTH U 00bemMa
MEHCTpPYyaJIbHbIX KpOBOTeUeHU! y >keHUMH, npumenstonmx BMC Kaitnuna JIHI. CkynHbie
MEHCTpyaly YacTo MepexXoAsT B OJMIOMEHOpero uiau ameHopero. [lpu stom dyHkIms
SMYHHUKOB U KOHIIEHTPALMS ICTPAINO0IA B KPOBU OCTAKOTCS HOPMAIbHBIMH, JAXK€ IIPU PA3BUTHH

ameHopeu y nosibzoBateneit BMC Kaiinuna JIHI .

eTu
[Mpodune GezomacHocTH npyroii BMC, BpICBOOOXaOIIEH HU3KKE JT03bI JICBOHOPTECTPEINa,
HaOJIIOIaBIITUICS B UCCIIENOBaHNH C ydacTueM 304 moapOCTKOB, COOTBETCTBOBAJ TAKOBOMY Y
B3pocioil nmomymsaiuu. Oxunaercs, 94to 3PpPeKTUBHOCT OYJET OAMHAKOBOM IS TIOJPOCTKOB

B Bo3pacte 70 18 et u A manueHToK B Bo3pacte 18 met u crapiie (cM. pazaen 4.2).
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5.2 dapMaKkOKHHEeTHYECKHE CBOIiCTBA

HetictBytomee BemiectBo BMC Kaitnuna JIHIT — neBonoprectpen. JleBoHoprecTpen
BBICBOOOKIAETCS HATIPSIMYTO B TIOJIOCTh MATKHU.

KpuBasi BbICBOOOXKIEHUSI JIEBOHOpPrecTpesia in Vvivo XapakTepHu3yeTcs PEe3KHUM HaudalbHbIM
CHI)KEHHMEM, KOTOPOE MOCTENEHHO 3aMeIJIsieTCsl, MPUBO/IS K HEOOIBIINM U3MEHEHUSIM uepes3 1
roji, 10 KOHIIAa IJIAHUPYEMOIo S5-JE€THEro mepuoja MCIoiab30BaHus. Oxugaemas CKOPOCTb
BBICBOOOKICHUSI JICBOHOPTECTpena in Vivo JUisi Pa3HBIX BPEMEHHBIX TOYEK IMPUBEACHA B

Tabnure 3.

Tabnuya 3. Oxcudaemas cKOpoCmb 8blC80OONHCOEHUS T€BOHOP2eCMpend in Vivo, OCHO8AHHASA

HA OAHHBIX OCMAMOYHO20 coc)epofcanuﬂ ex vivo

Bpems nocie BBeneHust OxugaeMasi CKOPpOCTb BHICBOOOKIEHUS

JieBOHOprecTpeJia in vivo (MKr/24 yaca)
yepes 24 nus 17,5
yepes 60 nuen 15,3
yepe3 1 rog 9,8
yepes 3 roga 7,9
yepes S JieT 7,4
B cpennem B Teuenue 1 roga 12,6
B cpennem B Teuenmue S jietr 9,0

AbGcopbuus

Brinenenue sieBoHOprecTpena B MOJOCTh MAaTKU HauMHaeTcsl cpaszy mnocie BBeneHus BMC.
bonee uwem 90 % BbBIIETECHHOIO JIEBOHOPIECTpENa HMEET CUCTEMHYIO JIOCTYIIHOCT.
MaxkcuMmanbHasi KOHIIEHTpAIHs JIEBOHOPreCTpea B ChIBOPOTKE KPOBU JOCTUTAECTCS B TEUECHUE
nepBbIX 2 Henenb nocie BeaeHnss BMC Kaitnuna JIHI. Uepes 7 nueit nocie BBeaenuss BMC
Kaiinuna JIHI" koHneHTpanus seBoHOprecTpena coctabuia 162 nr/mi (5-i/95-i npoueHTHIb:
81-308 nr/mu). 3aTeM MPOUCXOIUT MOCTENIEHHOE CHUYKEHNE KOHLIEHTPAIMH JIEBOHOPTeCTpea
B CBIBOPOTKE KPOBH, KOTOpas IOCTUTAET CpeaHero ypoBHs 91 nir/mi (5-i1/95-i nporienTrin: 47
- 170 nr/mun) wepes 3 rona u 83 nir/mi (5-11/95-i nponenTrib: 45 - 153 nir/mon) wepes S nert. [lpu
NPUMEHEHUU JIeBOHOprecTpen-BeicBoOOkmatomeii BMC Bbicokass MeCTHas AKCIO3UIUS
JEMCTBYIOILErO BELIECTBA B [TOJIOCTH MAaTKH IIPUBOJIUT K BBICOKOMY I'PaJUEHTY KOHLIEHTPALUH
B HAalpaBICHUM OT OSHIOMETpPHUs K MHOMETpHUIO (KOHIIEHTpalus JEeBOHOprecTpena B
SHJIOMETPHUH TIPEBHIIIACT €T0 KOHIIEHTpAIMO B MuomMeTpun Oosee yeM B 100 pa3) u HU3KUM
KOHIEHTPAUsM JIEBOHOpPIrecTpesia B CHIBOPOTKE KPOBH (KOHIIEHTpAIUsl JIEBOHOpPrecTpena B
9HJIOMETPHUHU MPEBBIIIACT €ro KOHLEHTPAIHIO B IJ1a3Me KpoBu Oosee ueM B 1000 pa3).
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JleBoHOprecTpen Hecneun(UIeckd CBSI3bIBACTCS C AIbOYMHUHOM CBIBOPOTKH KpPOBH U
cneuu(uyHo ¢ TIOO0YIMHOM, cBsi3biBatonIM mosioBsle TopMoHbl (I'CIIIY). Menee 2 %
HUPKYJIUPYIOLIET0 JIEBOHOPrecTpeaa IMpeICTaBiIeHO B BHUJE CBOOOJHOTO CTEpOMA.
JleBoHOprecTpen cBs3piBaeTcs ¢ BhIcokoi cTeneHbto ahduanoctu ¢ I'CIIT. CooTBeTCTBEHHO,
u3MeHeHus B KoHneHTpauuu [I'CIII" B chIBOpOTKE KpOBU MPUBOAAT K MOBBIIIEHUIO (TIpH OoJiee
BbIcoknX KoHIeHTparusax ['CIII) nmm canxennro (ipu 6osee Hu3kux KoHeHTparusx ['CII)
o0mmeld KOHIIEHTpAIMK JIeBOHOprecTpena B ChiBOpoTke KpoBu. Konmentpanus ['CIIIT B
cpenHeM cHukaercsa npuMepHo Ha 30 % B TedyeHue nepBbIxX 3 MecsneB nocie ycranoBku BMC
Kaitnuna JIHI™ u octaercs OTHOCHTENHHO CTAaOWIBHOW HAa MPOTSKEHHH S-JETHETO Tepuoaa
npuMeHeHus. CpenHuil Kaxymuiicss oObeM pachpeseneHusl JIEBOHOPrecTpeaa COCTABISET

okoj0 106 nuTpOoB.

Buorpancdhopmariims

JleBoHOprecTpen B 3HAYUTENbHON cTeneHn Mertadbonusupyercs. Hanbonee BaXXKHBIMH My TAMHU
MeTaboar3Ma SABISIOTCS peayKuus A4-3-0KCOTpyIIbl U TUAPOKCHIUPOBAHUE B TOJOKEHUAX
2a, 1B u 16P ¢ mocnenyromeit konbroranuein. CYP3A4 sBnsercs OCHOBHBIM H30(DEPMEHTOM,
y4JacTBYIOIIMM B OKHCIHTEIBHOM MeTa0oJHM3Me JIeBOHOprecTpena. VMMeromuecs maHHbIE in
Vitro Mo3BOJIAIOT MPEATONIOKUTh, YTO peakiuu OnoTpaHchopmanuu, onocpenoanusie CYP,
MOTYT OBITh HE3HAUMUTENIBHBIMU [UIA JIEBOHOPrEeCTpeda IO CPAaBHEHUIO C pEenyKIUed Hu

KOHBIOTaIuei.

OIMMUHALNS

OOmuii KIUPEHC JIEBOHOPrecTpena W3 IUIa3Mbl KPOBHU COCTaBIsieT mpuOmm3utensHo 1,0
MJI/MUH/KT. B HEM3MEHEHHOM BHUJE JIEBOHOPTECTPEN BBIBOAUTCS JIMIIL B CJIEIOBBIX
KOoJIMYecTBaX. MeTabonuThl BBIBOJATCS 4Yepe3 KHUIIEYHHUK W TOYKAMHU B IMPUMEPHOM

cootHomeHuu 1:1. [lepuoa mosryBbIBEACHUS COCTABIISIET TPUMEPHO | CYyTKH.

q)aDMaKOKI/IHeTI/I‘-IGCKaﬂ-d)aDMaKO JUHaAMHWYCCKas 3aBUCUMOCTD

dapMaKOKMHETHKA JIEBOHOprecTpesna 3aBUcUT oT koHueHTpauuu ['CIII, Ha koTopyto BIUSIOT
acTporensl u anaporeHsl. CHmwkenne konnentpanuu ['CIIT, mpuBosiiee K CHIKEHUIO O0IIeH
KOHIEHTPALlUU JIEBOHOPIeCTPENIa B CBIBOPOTKE KPOBH, YKa3bIBACT HA HEJIMHEUHBIN XapakTep
(apMaKOKMHETUKH JIEBOHOPrecTpesia B OTHOIIEHUH BpeMmeHHu. [Ipu 3TOoM He oxupaercs
BIMSAHUSA Ha 3(PQPEKTUBHOCTb, YUYUTHIBas, IJIaBHBIM 0Opa3oM MecTHoe BozneiictBue BMC

Karinnua JIHT .

OTHHYECKUE DA3INYNS
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peruone (93 % azuaTok u 7 % >KEHIIMH APYTUX ATHUYECKHUX TPYI) IPU IPUMEHEHUN APYTHX
HU3KOA03UPOBAHHBIX JIEBOHOPTECTPE-BBICBOOOK TAFOIIINX BMC. CpaBHeHue
(apMaKOKMHETHUECKUX XapaKTEPUCTUK JIEBOHOpPrecTpesia B a3UaTCKON MOMYJISIMU JaHHOTO
MCCJICIOBAHMS C €BPOICOUTHON MOMyJsiiieit u3 apyroro ucciaeaoanus I ¢has3wr He mokasano
KIIMHUYECKH 3HAYUMBIX Pa3INduil B CHCTEMHOW SKCTIO3HIIMH U APYTHUX (PapMaKOKHMHETUIECKUX
napamerpax. Kpome TOro, CKOpOCTh BBICBOOOXICHHS JIEBOHOPTEeCTpela B CYTKH U3
JeBOHOprecTpen-BeicBoOOkaatomux BMC Obita oanHaKoOBOM B 00EHX  TMOMYJISIIIHSX.
DapMaKOKMHETUYECKUX PA3IMYUI Yy KEHIIMH Pa3MyHON STHUYECKOW MPUHAMICKHOCTH HA

¢one npumenenuss BMC Kaitnuna JIHI™ He oxxumaercst.

eTn
B omnonernem uccnenoBanuu I da3el mpu wicmosb30BaHUU APYTHUX HU3KOIO3UPOBAHHBIX
JeBoHOprecTpen-BricBoOOkaatomux BMC y 283 moapocTKOB, JOCTUTTINX MEHapXe (CpeIHui
Bo3pact 16,2 mer, wHTepBan or 12 go 18 ner), aHanmu3 ¢apMaKOKMHETHKH BBISBHII
HE3HAuUTeNbHOE TMoOBbIlIeHHe (npuMepHo Ha 10 %) pacueTHOW KOHLEHTpaLUU
JIEBOHOPIEeCTpeIia B CBIBOPOTKE KPOBH B CPABHEHUU CO B3POCIBIMH. DTOT MOKA3aTEIb B LEIOM
KoppenupyeTr ¢ Oojiee HHM3KOM MacCod Tela y MOJPOCTKOB. Tem He MeHee, pacCUUTaHHbBIC
npelenbl s MOAPOCTKOB HE BBIXOJAT 332 PAMKH IIPEJIENIOB, pPACCYMTAHHBIX AJI B3POCIBIX, U
JEMOHCTPUPYIOT BBICOKOE cXx0cTBO. IIpennonaraercs, yto npu npumenenn BMC Kaiinuna

JIHI" paznmuuus B papMakOKWUHETHUKE Y TMTOAPOCTKOB U B3POCIBIX OTCYTCTBYIOT.

6. ®APMAIEBTUHYECKHE CBOMCTBA

6.1 IlepeyeHb BCIOMOraTe/IbHbIX BElIeCTB
[TonuaMMeTHIICUIIOKCAHOBBIN 3J1aCTOMEpP
KpeMHust TMOKCHT KOJIJIOUTHBIN O€3BOHBIN
ITommatunen

Bapus cynsgar

[Tonunponunexn

drajonmanuy Menu

Cepebpo

6.2 HecoBMecTHMOCTEL

He npumenumo.

6.3 Cpok rogHocTH (CPOK XpaHEeHU)
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6.4 Oco0bie MepbI NPeI0CTOPOKHOCTH NMPH XPaHEHUH

Xpanuth npu Temnepatype He Bbiie 30 °C B OpUruHaJIbHON yIakoBKe (TaKeT B KOPOOKe).

6.5 XapakTep ¥ colep;KaHue MePBUYHON YIIAKOBKHU

1 cuctemMy BHYTPUMATOYHYIO TEpaleBTHUYECKYIO IIOMEIAI0T B TakeT M3 IUIEHKU U3
noJM3TUIeHTepedTanaTa, MOAU(UIUPOBAHHON TJIMKOJEM, 3ale4aTaHHOH  HETKaHBIM
MaTcpualIoM 6€HOI‘O [BCTA C KJICALIUM IMOKPBITUCM.

[To 1 crepunpHOMY TAaKeTy BMECTE C JMCTKOM-BKJIAJbIIIeM (OpOUTIOPOM ISl ManueHTa U
WHCTPYKIIMEH njsi Bpada 1o BBeAeHuio BMC), a Takke MaMsATKOW IS TOJIb30BaTeNs

MOMEIIAIOT B KOPOOKY M3 KapTOHA, YIIAKOBAHHYIO B IPO3PAYHYIO TUICHKY.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MPH YHHUYTOKEHHMH WCIOJIb30BAHHOIO
JICKAapCTBEHHOI0 Ipenapara MM OTXOA0B, IOJYYEHHBIX II0CJ€¢ NPHUMEHEHUs
JICKapCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJIsiliiy ¢ penapaToM

BMC Kaitnuna JIHI' nocraBisieTcss B CTEpHIBHON YHNAKOBKE, KOTOPYIO BCKPBIBAIOT TOJIBKO
HENOCPEACTBEHHO IIE€pe]l YCTAaHOBKOM BHYTpUMAaTO4YHOW cucTteMbl. Cucrema J0OJKHA
YCTaHaBJIMBATbCS BPAayOM IIpU COOJIOACHUM NpaBWi acenTukd. Henw3s ucnonb3oBaTh
CHCTEMY, €CJIM MAKET MOBPEXKIEH WIH OTKPHIT. JIF000H HENCoNb30BaHHBIN MPOAYKT UIH €T0

OTXOJbI CJICAYCT YHUYTOXUTH B COOTBCTCTBHUU C MCCTHBIMHA Tp€6OBaHI/I}IMI/I.

7. JAEPXKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHU S
baitep AT, Kaiizep-Bunbrensm-Amnee, 1, 51373 JleBepkyseH, ['epmanus

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

7.1 IIpencraBureb Aepkaresisi peruCTPANMOHHOIO YI0CTOBEPEHHUS HA TEPPUTOPUH

Coro3a

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

B Poccuiickoti @edepayuu

AO «BAMEP»

107113 Mocksa, 3-s1 PeiOunckas yi., 1.18, ctp.2
Tenedon: +7 495 231 12 00

www.bayer.ru

B Pecnybnuke Benapyco

220089, r. MuHck, np. JI3epxxuHckoro 57, nomenienue 54
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Tenedon: +375 17 239 54 20 (NOCNENCBATEMBHOCTb 0003)
www.bayer.ru
8.  HOMEP PETHCTPALIMOHHOTO YIOCTOBEPEHUSI
JITT-Ne(005196)-(PT-RU)
JITT-Ne003196-TTI-BY
9.  JATA  MEPBUYHOW  PETMCTPALIMHM  (MOATBEPXKIEHUSI

PETUCTPALIUU, IIEPEPETUCTPALIUN)
JlaTa niepBoi perucTpanuu:

B Poccuiickoit @enepanun 15.04.2024

B Pecniy6niuke benapycs 24.09.2024

10. JATA IEPECMOTPA TEKCTA
OOmast xapakTepucTHKa JekapcTBeHHoro mnpemapara Kaitnimna JIHIT npocrymna Ha
UH(POPMALMOHHOM mopTane EBpa3uiickoro 3KOHOMHYECKOro cO3a B HMH(OpPMAaIMOHHO-

KOMMYHUKaImoHHou cetn «uTepHeT» https://eec.eaeunion.org/
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