COOTBETCTBYET 3KC

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOT O 1t

1. HAMMEHOBAHME JJEKAPCTBEHHOI'O IIPEITIAPATA
HepBuaun, 10 mr, cucreMa BarnHajgbHas TepaneBTUYECKast

2. KAUECTBEHHbBIN U KOJJUUYECTBEHHBII COCTAB
JleicTByO1IEe BEIECTBO: JUHOIPOCTOH.

Kaxxnas cucrema BarvHanibHas TepaneBTUYECKasi CoAepKUT 10 Mr JUHOMPOCTOHA.
[Tonublii nepeyeHsb BCIIOMOTaTEIbHbIX BEILIECTB MPUBEIECH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Cucrema BarnHaJIbHas TeparneBTUYECKasl.

Cucrtema BarmHajbHasi TepaneBTUYECKAs, COCTOSINAS M3 TKAHOTO IMOJUI(PHUPHOrO yexja B BUJC
JUIMHHOM JIEHTHI TETeIbYaTON CTPYKTYpPbI, IPEJHA3HAUYCHHOTO I U3BJICYEHUSI CUCTEMBI, BHYTpPb
KOTOpPOr0 TOMEUIeHa OJHa TOHKas IUIOCKas MOJUMEpHas IJIaCTHMHA MPSMOYIOJIbHOW (OopMbI €
3aKpYTJIEHHBIMU YIJIAMH.

4. KJIMHUYECKUE JAHHBIE

4.1. Iloka3anusi K NPpUMEHEHUIO

[Ipenapar LlepBuamn nokasan st CTUMYJISIIIANA CO3PEBAHUS IIEHKA MATKU Y OEPEMEHHBIX KEHIITUH
B Bo3pacTe OT 18 jieT u crapiie npu cpoke recraiuu > 37 Heelb, TPU HATUYUHA METUIIMTHCKUX WU
aKyLIEpCKUX MOKa3aHUU JUIsl UHAYKIMU POJOBOU I€ATEIbHOCTH.

4.2.  PexxuMm 103MpPOBAaHUSA H CIIOCO0 NPHUMEHEHHA
IIpenapar LlepBuaun ciegyeT HPUMEHSATb TOJBKO IIOJ KOHTPOJEM KBaJU(HUIMPOBAHHOTO
MEAUIMHCKOTO MEepPCOHAIa B MEIUIMHCKUX YUPEKICHHUSIX, HMMEIOIIUX CHEHUaIU3UpOBaHHBIC
aKylIepcKUe OTJENEHUSI C HeoOXOAMMBIM O0OpYAOBaHHEM JUIsl HENPEphIBHOTO MOHUTOPHHIA
COCTOSIHUS TIJIO/Ia U MATKHU.
ITocne BBeneHus npenapara HeOOXOAMMO TIIATENBHO M PETYJISIPHO KOHTPOJIUPOBATh AEATENbHOCTD
MaTKH{ U COCTOSIHHE IJI0/a.
Pexum nozuposanus
Cucremy BaruHaibHylo TepaneBTuueckyto (CBT) BBOAST B BepXHIOIO 4acTh 3aJHEr0 CBOJA
BJIATAJIUIIA.
Cucremy cnenyet u3Bieub yepes 24 4 He3aBUCUMO OT CTENEHU CO3PEBAHUS IIEHKH MAaTKH.
He panee uem uepe3 30 munyT nocie uzpnedeHusi CBT pexomenayercst BBoauth okcutonud. CBT
IlepBuana peKOMeHIyeTcsl IPUMEHATH TOJIBKO OJIHOKPATHO.

eTH
be3zonacHocts u 3 pexktuBHOCTE MpuMenenust CBT LlepBunun y 6epeMeHHbIX B Bo3pacTe /10 18 et
HE YCTaHOBJIEHBI B CBSI3U C OTCYTCTBUEM KJIMHUYECKUX JaHHbBIX.
Cnoco6 npuMeHeHus
Beeoenue npenapama
CBT llepBuaun He0OXOIMMO JOCTaTh M3 MOPO3HIBHONW KaMmepbl HEMOCPEICTBEHHO Iepen
BBenieHueM. [lepen npumeHeHreM npenaparta He TpeOyeTcs IpeABapUTENHHOIO Pa3MOpaKUBaHHUSI.
COoky Ha came uMeeTcss MeTKa Juisi OTpbhiBa. Heo0X0oaMMoO OTKphIBaTh YHMAKOBKY BJIOJIb JIMHUHU
OTphIBa B BepXHeil yactu cauie. He cienyeT ucnoab30BaTh HOXKHUIIBI WM APYTUE OCTPbIE IPEIMETHI,
KOTOpBIE MOTYT ITOBPEIUTH CUCTEMY M3BIICUEHHUSI ITpENapara.
CBT pexomenayercss BBOAUTH B 3aJHUN CBOJ BIarajuiia, JUisi OOJIETYEHHs BBEIEHUS MOXKHO
UCMOJIb30BaTh HEOOJIBIIOE KOJIMYECTBO BOJIOPACTBOPUMOIO CMAa3bIBAIOIIETO BEIIECTBA (HAIIpUMED,
riuuepuna). Ilocne BBeneHUS KOHEI[ JIGHTHI JUISI M3BJICUEHUS MOXKHO YKOPOTUTH HOXKHHIIAMU,
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SKCMNEPTHOMY OTUETY

JIEHTHl BO BJIArajuIle, MOCKOJbKY B JajJbHEHIIEM 3TO MOXET 3arpyAHuTh u3BieueHue CBT
Lepuan.

Ilocne BBeAEHMSI CUCTEMBI JKEHILMHA JIOJKHA OCTaBaTbCsl B JIEKAYEM IIOJIOKEHUM Ha CIIMHE B
tedenune 20-30 munyT. [IOCKONBKY AMHOMPOCTOH HENPEPHIBHO BHICBOOOKIACTCS U3 CHCTEMBI B
TedeHHe 24 4, BaXKHO NPOBOJUTH PETYJISIPHBII MOHUTOPHUHI COKpAIEHUH MaTKU U COCTOSIHUS IJI0/1a.
U3eneuenue npenapama

YcerpoiictBo CBT mo3BossieT OBICTPO U JIETKO U3BJIEYB €€, HOTSHYB 32 XBOCTOBYIO YacTh (JICHTY ISt
W3BJICUCHHUS ).

Heobxomumo u3Bneur CBT nmns mpekpaiiieHus: MOCTYIUICHUS IUHOMPOCTOHA, KOTZIa CO3pPCBaHUE
HIEHKU MATKU CYUTAETCS MOJIHBIM WX 0 CJIEYIOIUM IPUYHHAM:

1. Hayaio pooBoii 1esTenbHOCTH.

[Ipu npumenenunu npenapata LlepBuani ¢ neapro MHAYKIMU POJOBOM AESITEIBHOCTA HAYaJIO0 POJOB
OTIpEJIeNIACTCS. N0 HAJMYUIO PETYJSPHBIX OOJE3HEHHBIX CXBAaTOK C HMHTEPBAJIOM B 3 MHHYTHI,
HE3aBUCHUMO OT HAJIMYMUS U3MEHEHUH eWKu MaTKU. ClielyeT yUYUThIBaTh ABA BaXKHBIX MOMEHTA!

o nocJie Hayvajga peryJsipHbIX, 0oJie3HEHHBIX cxBaToK Ha ¢one BBeaeHus CBT LepBuaun ux
4acTOTa M HMHTEHCHUBHOCTh HE YMEHBLIATCA 1O M3BJICUEHUS CHUCTEMbl H3-32 HENPEPHIBHOTO
BbI/IEJICHUS INHONPOCTOHA;

. y JKEHIIWH, OCOOCHHO NPU MOBTOPHOW OEPEMEHHOCTH, PEryJIIpHBIE 00JIe3HEHHBIE CXBATKU
MOTYT Pa3BUBAThCS 0€3 BUAMMBIX M3MEHEHHH Iielku MaTku. CriiakuBaHUE W PACKPBITUE HICHKH
MaTK{ MOXET He HaOJroAaTbcsl BIUIOTh 1O YCTaHOBJIEHHS MaTOYyHOM akTMBHOCTU. Cpasy mocie
YCTaHOBJICHHSI PEryJspHbIX Oomne3HeHHBIX cxBaTok CBT IlepBuaun HeoOXoauMO U3BIEYD
HE3aBHCHUMO OT COCTOSIHUS IIEHKHU MAaTKU, YTOObI N30€KaTh TUIIEPCTUMYJISILIMN MATKH.

2. CaMonpou3BOIbHBIN pa3pbIB MJIOJHBIX 000JI0UEK WIK aMHUOTOMMUSL.

3. [Tpy3HaKK THIIEPCTUMYJISIMH WINA TUTIEPTOHUYECKUX COKPAIICHHA MaTKH.

4. [pu3naku qucTpecca mioja.

5. [Tpru3HaKKM CUCTEMHBIX HEXeNaTeIbHBIX PEaKIHii JMHOMPOCTOHA y MaTepH (TOIIHOTA, PBOTA,
apTepHaIbHasi TUIIOTCH3US WM TaXUKapAWs).

6. He menee yem 3a 30 MUHYT 10 Hayasla BHYTPUBEHHON MH(Y3UH OKCHUTOIIMHA, TOCKOJIBKY TPH

MIPOJIOIKAFOIIEMCS BBICBOOOKICHUH JUHOMPOCTOHA YBEIMUNBACTCS PUCK TUTIEPCTUMY ALY MATKH.
OtBepctue Ha onnHou cropone CBT LlepBuani ucmnonab3yercs TOIBKO JIsi TOMEIIEHUS TIIIACTHHBI C
JUHOMNPOCTOHOM Ipu mnpousBojacTBe mnpenapata. CBT Henb3sd OTAENATh OT yCTPOMCTBA IS
W3BJICUYCHHS.

[Ipu u3BII€UEHUN CUCTEMBI CIIEYET YUUTHIBATh, YTO OHA YBEIIMUMBAETCS B 2-3 pa3a M0 CPaBHEHUIO C
HCXOJIHBIM Pa3MepOM M CTAHOBUTCS TUIACTUYHOM.

4.3. IlporuBomoxka3aHus

® TUNEPUYYBCTBUTEIBHOCTh K TUHONPOCTOHY W/MIM K JIIOOOMY W3 BCIOMOTaTeIbHBIX BEIECTB
npernapara, IepeunciIeHHbIX B pa3zaene 6.1.;

®  Hayajo pOJOBOM JEATEIIbHOCTH;

e eciu paHee ObUT BBEJICH OKCUTOILIMH WJIH JPYTHUE CTUMYJISITOPBI POJIOBOM IEATEILHOCTH;

® Tpe/UIe)KaHWE TUIAICHTHl WJIM BarMHAJIbHOE KPOBOTEYECHHE HESICHOW ATHOJIOTUH BO BpEMSs
HaCTOSIICH OEpPEMEHHOCTH;

® JUTMTENTbHBIC CHIILHBIE COKPALICHUS MATKH MPH HATHYUH:

- XHPYpPrH4eCKHX BMEIIATeNIbCTB HAa MaTKe B aHaMHe3e, HalpuMep: KecapeBO CEUYCHMS,
MHUOMAIKTOMHUH U T.II. (CM. pasnensl 4.4. u 4.8.);

- OOLIMPHBIX XUPYPrUUYECKUX BMELIATEIbCTB Ha IIEHKe MAaTKH B aHaMHe3e (3a HCKIIIOYCHHEM
OuoIrcuM, BHICKAOIMBaHMSI LIEPBUKAIBLHOTO KaHalla) UM pa3pbiBa MIEHKH MaTKH;

- KIIMHUYECKU MM aHaTOMUYECKHU Y3KOTro Ta3a;

- HENPaBWJIBHOTO MPeIJIeKAHMSI TI10/1a;

- TTOJIO3PEHUS U KIIMHUYECKUX MPOSBICHUN MPU3HAKOB TUCTPECC-CUHIPOMA TII0/1A;
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4.4. Oco0ble yka3aHusl 1 MepPbl NIPEeI0CTOPOKHOCTH NMPU NMPUMEHEHNH

[Tepen BBenenuem CBT LlepBuamin HEOOXOAMMO TIIATEIBHO OIICHUTH COCTOSHUE IICWKH MATKH.
Ilocne ee BBeneHHs CileqyeT NPOBOAUTH TINATEIBHBIM M PETYJAPHBI MOHUTOPUHI aKTUBHOCTHU
MaTku U cocrossHus miona. CBT LepBuaun ciienqyer OPUMEHATH TOJBKO B MEAUIIMHCKUX
YUPEKACHUAX, HUMEIOIUX CIELUATU3UPOBAHHBIE AaKYLIEPCKUE OTIENEHUS C HEoOXOIUMBIM
000pyI0BaHUEM ISl TIPOBEACHHUS HETPEPHIBHOIO MOHUTOPWHIA COCTOSHHS IUIoa M Matku. llpum
[IOJIO3PEHUH Ha Pa3BUTUE KAKHX-JIMOO OCIIOKHEHMH CO CTOPOHBI MaTepu WIM IJI0Ja, WIU IpU
Pa3BUTHH HEXENATENbHBIX peakiuii HeoOxoaumo u3Bieds CBT.

bbutn mosydeHsl cooOlieHust 0 pa3pblBe MaTKu NpH ucnoib3zoBanun CBT, mpeumyiiecTBeHHO y
OepeMEeHHBIX ¢ IPOTUBOIOKA3aHUAMH K IPUMEHEHHIO (CM. pa3zaen 4.3.). YUuTsIBas MOTEHIUAIbHBINA
PUCK pa3pbiBa MATKU M CBSI3aHHBIX C 3TUM ocioxkHeHui, CBT LlepBuaun He cieayeTr BBOJAWUTH
KEHILMHAM, paHee NIEPEHECILIMM KECapeBO CEUEHUE WM olepaluy Ha Matke. [Ipu jumrensHol nmm
Ype3MEpPHON MaTOYHOM aKTUBHOCTH CYIIECTBYET BEPOSITHOCTD PA3BUTHS TMIIEPTOHYCA MaTKU WJIU €€
pa3psiBa, modTromy CBT HE0OX0MMMO HEMEIJICHHO U3BIICYb.

LlepBuann pexkoMeHIyeTcs NPUMEHATh TOJIBKO ONHOKpaTtHO. Hasnauenme Bropon moszsr CBT
LlepBuanin He pPEeKOMEHAYETCS, MOCKOJIBKY 3(PQEKThl MPUMEHEHUs BTOPOH 03Bl Iperapara He
U3YYEHBI.

Crnenyet nposBIATE OCTOPOKHOCTH Ipu npuMeHeHun CBT LlepBuani y *KEHIUNMH C TUIIEPTOHYCOM
MAaTKH, TJIayKOMOM WM OpOHXHAIbHON aCTMOM B aHAMHE3E.

OmnbiT npumenenuss CBT LlepBunun y KEHUIIMH € pa3pblBOM IUIOAHBIX O0OJIOUEK OrpaHUYEH.
[TosTOoMy cretyer mposiBIATE OCTOPOKHOCTH IPH €0 MPUMEHEHHUHN Y JJAHHOU TPyMITbl OepeMEHHBIX.
ITockosbKYy NPUCYTCTBUE aMHUOTHUYECKOM KUIKOCTH MOKET BIIMATH HA BBIACIECHUE JUHOIPOCTOHA,
CIIEyeT yIelsITh 0c000€ BHUMAHUE COKPATUTEIbHOW aKTUBHOCTH MATKH U COCTOSIHUIO IIJI0/1a.

B cienyroomux ciry4asx oTMedasncs HOBBIIICHHBIA PUCK Pa3BUTUS CUHIPOMA JTUCCEMUHUPOBAHHOTO
BHyTpucocyauctoro csepreiBanus (JABC-cunznpoma): y KeHIIMH B Bo3pacTe crapiue 35 jer, npu
HQJINYUU OCJIOKHEHUH B TeueHHE OepeMEeHHOCTH (HalpuMep, FecTallMOHHOIO caXxapHoro nuabera,
apTepHAIbHON TUIIEPTEH3UH, THIIOTUPE03a), IPU Cpoke rectanuu Oosiee 40 Henenb. DTu (HaKTOPHI
MOBBIIIAIOT pUCK pa3utusa JBC-cuHapoma y jKEHIIMH IPU CTUMYJISIIMHM POAOBOM JEATEIBHOCTH
(cMm. paznen 4.8.). IloaToMy PUMEHSTh YTEPOTOHUYECKHE TIPEnaparhbl, HapuMep, JUHOIIPOCTOH, Y
TakuX OepeMEeHHBIX CIelyeT C OCTOpOXKHOCThIO. Ilocie ponoB pekomeHiyercs HabIOAaTh 3a
KEHIMHAMU C IIeJIbI0 BBISBJIEHUS pPaHHUX Npu3HakoB paszButus JBC-cuninpoma (Hampumep,
¢ubpuHoNIM3a).

Bpau nomkeH yuyuThIBaTh, 4TO JIO00W METOJ] CTUMYJISILIUK POAOBOM EATEIbHOCTH, B TOM YUCIE U
IPUMEHEHHE JUHOIPOCTOHA, MOXET MPUBECTH K OTCIOMKE IUIALEHThI U MOCeayromel aMO0auu
OKOJIOTIJIOTHBIMH BOJIAMH.

Y KeHIMH ¢ MHoromioaHo OepemeHHocTbto CBT LlepBuaun crnenyeTr NpUMEHSTh ¢
OCTOPOXXHOCTBIO. MccreoBaHusi NmMpUMEHEHMs IpernapaTa y JAaHHOM TPYIIbl OepeMEHHBIX HE
IIPOBOMIIN.

CBT LepBuaun cieayer NpUMEHSATh C OCTOPOXHOCTHIO Y JKEHIIMH ¢ 3 U 0oJiee TOHOUIEHHBIMU
O6epemeHHOCTsIMU B aHamHe3e. VccnenoBanust npuMeneHust CBT y TakuxX jKE€HIMH HE TIPOBOIMIIN.
[ToBTopHOE BBenenue CBT LlepBuani HE peKOMEHYeTcsl, TaK KaK OTCYTCTBYET COOTBETCTBYIOIIMM
KJIMHUYECKUH OIBIT.

[lepen mnprMeHeHUEM [UHOMNPOCTOHA TEPANUI0 HECTEPOUTHBIMU IPOTHBOBOCHIAIUTEIbHBIMU
IpernapaTamMy, BKJIOYas aleTHIICATUIIMIOBYIO KUCIIOTY, CIEAYET IPEKPATUTh.

[Ipumenenue mnpenapara y OepeMeHHBIX ¢ 3a00JIeBaHMSIMM, OKAa3bIBAIOIIMMHU BIIMSHHUE Ha
METa0O0JIM3M MJIM BBIBEIEHUE JMHONPOCTOHA (HalpUMep, C 3a00JIeBAaHUSAMM JIETKUX, MEYEHU WIN
MoYeK), He u3yvanock. [I[puMeHeHune npenapara B JAHHOM TpyIine OepeMeHHBIX HE pEKOMEHyeTCsl.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

B3auMoOAeHCcTBUSA

Uccnenosanus nekapctBeHHbIX B3aumoaeiicteuit CBT LlepBuani He TPOBOAMIKCE.

W3BecTHO, YTO MPOCTArJaHINHbBI YCUIIMBAIOT yTePOTOHNYECKHid dQdekT okcutonuHa. [Toatomy He
cinenyet npumeHsaTs CBT LlepBuauna 0fHOBPEMEHHO ¢ OKCUTOI[MHOM.

4.6. DepTUIBLHOCTD, 0ePEMEHHOCTDH M JIAKTAIUS

bepemeHHOCTD
[Ipenapar LlepBuani He ciaeayeT NpUMEHATh paHee 37 MOJHBIX Helledb OCPEMEHHOCTH.

JlakTaius

HccnenoBanus Mo onpeaesieHH0 KOHIIEHTPAIMH JUHOTPOCTOHA B TPYTHOM MOJIOKE MJIM MOJIO3HBE
nocyie npuMeHeHus mnpenapara LlepBunun He npoBoawiuchk. IIpeamonaraioT, 4To JUHOIPOCTOH
MOXKET MPOHUKATh B MOJIO3UBO U TPYIHOE MOJIOKO B OYEHb HU3KOW KOHIICHTPAIIMH, YTO HE SIBISETCS
MPUYUHON JIJISt IPEKPAICHHS TPYIHOTO BCKapMIIMBAHUSA.

B ximHMueckux wucciaenoBaHusx mnpemnapara LlepBuaun He HaOMIOAAIOCh HETAaTHBHOTO BIIMSTHUS
JUHOMPOCTOHA HA HOBOPOJKICHHBIX, HAXOISIIUXCS HA TPYAHOM BCKapMIJIMBAHUU.

4.77. BausHHe Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpPeACTBAMM M padoTath ¢
MeXaHU3MaMH
He nmpumenunmo.

4.8. HexeaarejibHble peaKIUH

Pe3rome HexxenaTenbHbIX PeaKIHii

[Tpu npumenenuu nipemnapara LlepBuann B mrane00-KOHTPOIUPYEMBIX KITMHUYSCKUX UCCIICIOBAHUSIX
U uccienoBanusax 3h(QeKTUBHOCTH ¢ MPUMEHEHHWEM aKTUBHOTo mpemnapaTa cpaBHeHus (N = 1116)
HanOoJIee YacTO BO3HHKAIOIIMMH HEXEJIATEIhbHBIMUA PEAKIUSAMU OBUIM HApYIICHUS CEPICYHOTO
putMma y mioaa (6,9 %), aHomanbHble MaTO4YHbIE cOKpaimieHus (6,2 %) u HapylleHus pPOJIOBOM
NEeSTeILHOCTH, BIUSIONINE Ha 1101 (2,6 %).

TabanuHoe pe3romMe HexeNnaTeabHbIX peaknui

Bo3moxHbIe HexenarenbHble peakiiuu Ha (poHe MpuMeHeHus npenapara Llepsunnn pacnpeneneHsl
M0 CHUCTEMHO-OpTaHHBIM KjaccaM C YKa3aHHEM 4YacTOThl WX BO3HHUKHOBEHHSI COTJIACHO
pexomennanusim BO3: ouenp wacto (> 1/10), wacto (= 1/100, o <1/10), neuacro (> 1/1000, HO
<1/100), peaxo (= 1/10000, vHo <1/1000), ouens penxo (<1/10000) u uvactoTa HeusBecTHa ( Ha
OCHOBaHUH UMECIOIINXCS JJAHHBIX OI[CHUTHh HEBO3MOXKHO).

CucTeMHO-OpraHHBIH Yacro Heuacto YacroTa HEM3BECTHA
KJ1acc
Hapyuenus co JABC-cunapom
CTOPOHBI ~ KPOBH U
UMb aTHIeCKON
CHCTEMBI
Hapyuienus co AHajdunakTHaeckue
CTOPOHBl ~ MMMYHHOMH peakuuu,
CUCTEMBI TUIIEPYYBCTBUTEIEHOCTD
Hapymenns co I'onoBHas 60716
CTOPOHBI HEPBHOHI
CUCTEMBI
Hapymenust co | Hapymenus cepaeutoro
CTOPOHBI CEPALA puT™Ma wioaa”
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Hapy menus s Api epHaﬂnggCl-:.'i EQGEATENEHOCTE 0013)
CTOPOHBI COCYZIOB TUIOTEH3US
Hapyumenus co PecniupaTopnbiii
CTOPOHBI JIBIXaTeIbHON JUCTPECC-CUHAPOM
CUCTEMBE, OpraHoB HOBOPOKJCHHBIX
CPYOHOM  KJIETKH U
CPEIOCTEHUs
Hapymenus co Bonp B xuBOTE, TONIHOTA,
CTOPOHBI  YKEITyIOYHO- pBOTa, THApes
KHIIEYHOTO TPAKTa
Hapymenus co lMunepOunupyonHeMus
CTOPOHBl ~II€YEHH U HOBOPO’KJCHHBIX
KEITIEBBIBOISIIINX
nyTei
Hapymenus co KoxHnslit 3yn
CTOPOHBI ~ KOXH U
HOJKOKHBIX TKaHEH
bepemennocTs, Hapymienuss  pomosoii | KpoBoreueHue B paHHeM | DMOOJIMS  OKOJIOTLIOHBIMU
HOCJIEPONOBON TIEPHOJ | JEATENLHOCTH, HOCJIEPOIOBOM IIEPHOJIE, | BOAAMH, AUCTPECC mioxa
u IepHHATAIIBHBIE | BIUSIONIME Ha IUIOA , | IIPEXKIEBPEMEHHAs BHYTPUYTPOOHAs rudenb
COCTOSTHHSA aHOMaJbHBIE MATOYHEIE | OTCIIOWKA  TUIANEHTHI, | 102, MEPTBOPOXKICHHUE,
COKpAIleHHs, HM3KUH Oal 110 IIKajue | HeOHAaTalbHas CMEPTH
TaXWCHUCTONUSI ~ MAaTKW, | Arrap, TpeKpalieHue
TUIEPCTUMYJISIIHS POIIOBOM NIEATENBHOCTH,
MaTKH, TUIEPTOHYC | XOPUOAMHUOHMT,
Matku' -, [PUMECH | ATOHHS MATKH
MEKOHUS B
OKOJIOTIIOTHBIX BOJAX
Hapymenus co Omymenre xokeHus: Bo | OTeK Hapy>KHBIX ITOJIOBBIX
CTOPOHBI BIIATJIHIIE OpTraHoOB U BJIAraIMIIa
PENpPOIYKTUBHON
CHUCTEMBl M MOJIOYHBIX
Kees
OOmume HapyweHus u [ToBbIIEHHE
peakumu B MecCTe TEeMIEpaTyphI Tela
BBEJICHUS
TpaBmsl, PaspeiB MaTku
WHTOKCHKAITIH u
OCJIO’KHEHUSI MPOLEYP

*

B  ximmHMYeckux HUCCICA0BAaHUAX ObUIM OTMEYEHBI

CllelyfolIe HapyIIeHUs]

CCpACHHOI0 pHUTMa IJI0JA:

KPAaTKOBPEMCHHBIC OTKJIOHCHHUSA CEpACYHOIO pUTMa I1Uioga OT HOPMEIL, 6pa}11/11<ap/:u/151, TaxukKapaus, OTCYTCTBUC
BapI/Ia6eJ'II)HOCTI/I CEPACYHOI0 puTMa, CHMXKECHUEC YaCTOTHI CCPACYHBIX coxpameHHﬁ, PaHHUE UKW TO3JTHUC ACTCICpAlIUU,
BapI/Ia6eJ'H)HI)Ie Jcueicpaiu, JJIUTCJIbHBIC ACTCJICPpAIIN.

ok

B ximHMYeckux HCCIICAOBAHUAX PETUCTPUPOBAIMCH HAPYIICHUA pO,I[OBOﬁ ACATCIBbHOCTHU, CBA3AHHBIC C CHHAPOMOM
TUTNICPCTUMYJSIIUNA MATKH (TaXI/ICI/ICTOHI/Iﬂ), COIIPOBOXKAAIOIIHUCCA 6pa,[[PIKap,HPI€ﬁ, NMO3AHUMHU HJIN MPOAOJIKUTCIbHBIMHA

JleuenepanusiMu y rioja.

Juctpecc-CHHAPOM IUT0/1a TPOSIBIISUICA B BUE aIi103a, OTKJIOHEHHH OT HOPMBI ITApaMeTPOB Ha KapIHOTOKOTpaMMe
(KTI'), HapymeHust ceplleyHOro pUTMa, BHYTPUYTPOOHOW T'MIOKCHM WIM yrposkarouied acpukcuu 1mioxaa. JaHHbIH
TEPMUH SIBIISIETCS] 0000IAIONINM, IMEET HU3KYIO MOJI0KUTEIbHYIO IIPOTHOCTHYECKYIO 3HAUUMOCTbD M 4YaCTO OTHOCHUTCS K
HOBOPOXKJEHHOMY, KOTOPBII MPU POXKAECHUN HAXOAUTCS B yAOBIECTBOPUTEIBHOM COCTOSIHUU.

skskskok

Coo0manocs 0 cioydasx BHYTPUYTPOOHOW THOETH TUI0Aa, MEPTBOPOXKIACHHS M HEOHATAILHOW CMEPTH IOCIe
MIPUMEHEHHNS AUHOTIPOCTOHA, 0COOCHHO TOCIIEe BOSHUKHOBEHHSI CEPbE3HBIX HEXENATEeIbHBIX PEaki, TAKUX KaK pa3phiB
Matku (cM. pasaen 4.2, 4.3 u4.4)
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COO6IH€HI/I€ O ITOAO03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxno co00MIaTh 0 M0I03PEBAEMBIX HEeXeJaTeNbHbIX peakusax rnocie
perucrpanuu JIEKapCTBEHHOT'O npernapara C LEJbI0 obecrnieueHus
HEMPEPHIBHOTO  MOHUTOPUHTAa  COOTHOUIEHUS  «IOJb3a  —  PHUCK»  JIEKQPCTBEHHOTO
npernapara. MeaunuHCKUM ~ paOOTHUKaM  PEKOMEHIyeTcs co001IaTh 0  JHOOBIX
MOI03PEBAEMBIX HEeXeJaTeIbHBIX peakuusax JIEKapCTBEHHOI'O npenapara yepes
HAI[MOHAJILHYIO CUCTEMY coo01IeHus 0 HEKeNaTeJIbHbBIX peaxkusax

rocyzapcra — wieHa EBpa3suiickoro 5JKOHOMHYECKOIo CO3a.

Poccuiickas @edepayus

denepanpHas cayx0a Mo Haa30py B chepe 3apaBooxpaHeHus Poccutickoit denepamnuun
Anpec: 109012, MockBa, CnaBstHCKas IJ10I1a/ib, 1. 4, cTp. 1

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

daxc: +7(495) 698-15-73

DnekTpoHHas movra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(MOPMAIIMOHHO-TEIEKOMMYHUKAMOHHOW ceTh «HTepHET»:
http://www.roszdravnadzor.gov.ru/

4.9. Ilepexo3upoBka

CuMITOMBI

[Tepemo3upoBKa AWHOMPOCTOHA MOXKET IMPUBECTH K THUIEPCTUMYJISIIMA MATKH C BO3MOXKHBIM
pa3BUTHEM AHCTpECcca MI0a.

JleueHue

[Ipu pa3BuTUM y IUI0JAa HPU3HAKOB JUCTpecca HEOOXOIUMO HEMEAJEHHO H3BIEYb CHUCTEMY
BarMHAJIBHYIO TEPANIEBTUYCCKYIO M TPOBOIUTH CUMIITOMATHUYECKOE JICUCHUE.

5. ®APMAKOJIOT'HTYECKHUE CBOMCTBA
5.1. dapMakoIUHAMUYECKHE CBOIiCTBA
®apmakoTepaneBTHuecKkass rpynma: «/pyrue cpencrBa, NpUMEHSIEMbIE B THHEKOJIOTHU;

YTEPOTOHU3UPYIOLIUE CPEJICTBA; MPOCTATTIAHIUHBD.
Kon ATX: G02ADO02.

MexaHu3m JieficTBUs U GpapMakogruHamMuueckue Y3 HeKThbl

ITpenmapar LepBunun mnpeacrasiaser coboit CBT ¢  KOHTpoIMpyeMbIM BBICBOOOKICHHEM
cuHTeTnyeckoro anaiora npocrarmanauda Ep (IITE»), nunomnpocrona (B xomuuectse 10 mr), co
CKOpOCThIO NpHOAM3uTENbHO 0,3 MI/4 mpH LEnbIX IUIOAHBIX obOosioukax y keHumH. [IT'Ex —
SHAOTEHHBIN NpPOCTarjaHIuH, KOTOPbIH OOHapyXHUBaeTcsl B OOJNBIIMHCTBE TKaHEH OpraHu3Ma B
HU3KHUX KOHIEHTpauusx. Mrpaer BakHyl0 pojib B KOMILIEKCE OMOXMMMYECKMX M CTPYKTYPHBIX
W3MEHEHUH, MPOUCXOAAIIUX IpPHU CO3PEBAHUM LIEMKHM MaTKu: TpaHchopMaluy MIEWKH MaTKH,
aKTHBalMU (pepMEeHTa KOoJIareHa3bl U Pa3MATr4eHUH MIIOTHOM CTPYKTYpBI IIEHKN MaTKH BCIIEICTBUE
nerpajauuu kosareHa. [Ipy MecTHOM BBEJEHMHM JUHOIPOCTOH CIIOCOOCTBYET CO3PEBAHUIO IIEHKH
MaTK{ U UHAYKLIHAN POJOBOM NEATEIbHOCTH.

Knununueckas 3ppexTuBHOCTH U 6€30M1acCHOCTD

JlaHHBIE OTCYTCTBYIOT.

5.2. dapMaKOKHHETHYECKHE CBOICTBA

AOGcopO1us 1 pacupeeseHne

CBT UepBuann oOecrieunBaeT MOCTOSIHHOE KOHTPOJIUPYEMOE W HEMPEPHIBHOE BBHICBOOOXKIECHUE
AWXHOIIPOCTOHA B KOJIMYECTBC 10 MT ¢ mOCTOSIHHOM CKOPOCTBIO JJId AOCTHUIKCHUS ITOJTHOT'O CO3PEBAHUSA
IIEUKH MaTKu. Y JKCHIIIMH C HWHTAKTHBIMU (HGJ’IBIMI/I) IIJIOJHBIMHU o0ooukamMu CKOpPOCTH

6
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MIPEKIEBPEMEHHOM MX Pa3pbIiBe CKOPOCTh BHICBOOOXKICHHUS BhINIE U O0Jiee BapuabenbHa.
buorpancdopmanus u anuMuHanus

[II'E2 ObicTpo MeTabOIM3UPYETCs MPEUMYIIECTBEHHO B TKaHAX, IJie OH cuHTe3upyercsa. Hembss
YCTAaHOBUTH KOppENALNI0 Mexay BbicBoOOkaeHueM [II'E; m koHLeHTpauusMu ero meradoiauTa
[II'Emm B mna3me kpoBu. OnpenesuTb OTHOCUTENBHOE BIUSHUE SHAOTeHHOro U 3k3oreHHoro I1I'E; na
KoHIeHTpauuu ero meradonuta [1I'En B mia3mMe kpoBU He MpeACTaBISETCS BO3MOKHBIM.

Yacts [1I'E2, koTOpas He moABEpracTcss MECTHOW MHAKTUBAIIUH, OBICTPO BBIBOJIUTCS U3 KPOBOTOKA.
[lepuon mnonyBbiBeneHuss HeusmMeHeHHoro III'E; u  ObIcTpO HHAKTUBHUPYEMBIX METaOOIUTOB
COCTaBJISIET OKOJIO 1-3 MUHYT.

Yerpoiicteo CBT llepBuani mo3BOJSIET yAAIUTh CHCTEMY IO PEIICHHIO Bpaya (IIPU CO3PEBAHUH
HIEHKM MAaTKU WM B Hadajie POJIOBOM jaesTesbHOCTH). [loBTOpHOE MpUMEHEHHE AMHOMPOCTOHA HE
Tpedyercs.

JIunelHOCTD (HEIMHEWHOCTD)

JlaHHBIE OTCYTCTBYIOT.

dapmakoKHHETHYECKas-(hapMaKoIMHAMHYECKas 3aBUCUMOCTD

JlaHHBIE OTCYTCTBYIOT.

5.3. JlaHHbIE JOKJINHNYECKOI 0€30MaCHOCTH

PesyanaTm JOKIIMHUYCCKUX I/ICCJIeI[OBaHI/If/'I IIO0Kasajiu, 4ToO I[I/IHOHpOCTOH OKa3bIBA€CT MECTHOC
neiicTBue, OBICTPO MHAKTHBUPYETCSI W TMOITOMY He 00JaJaeT BBIPAKEHHONH CHCTEMHOM
TOKCUYHOCTBIO.

['uaporens crMTOro moJiMMepa v nmoaudGupHas CHCTeMa U3BJICUECHUS HHEPTHBI, 00J1aaI0T XOPOIIei
HepeHOCI/IMOCTLIO HpI/I X MCCTHOM BBCICHHUU.

He npoBoaunoch u3yueHue pernpoayKTUBHOM TOKCUYHOCTH, T€HOTOKCUYHOCTH U KaHIEPOT€HHOTO
IIOTCHIIHAJIa FI/II[I)OFGJI?[ CIIUTOTO HOJII/IMepa u HOHHB(prHOﬁ CHUCTEMbI U3BJICUCHUSA, HO CUCTCMHAas
SKCITO3ULIUS CUMTAETCSI HUYTOKHOM.

6. ®APMAIEBTHYECKHUE CBOMCTBA

6.1. IlepeyeHb BcioMOraTe/ibHbIX BelIECTB

I'maporens clmToro noimMepa, U3roTOBJIEHHBIN U3 UCXOJIHOTO ChIPbSI:
makporoi 8000 (monmdtunenraukons 8000);

1,2,6-rekcanTpuor;

IUIHKIIOreKcuiMeTan-4,4’ -1nu301aHar;

xKese3a XJIOPUI.

Txanas nonusupHas JeHTA.

6.2. HecoBMecTUMOCTH
He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHHS)
3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUH
XpaHUTh B MOPO3WIBHOM Kamepe mpu teMieparype oT -25 °C 1o -10 °C B opuruHanbHON yIIakOBKe
(camre B mauke KapTOHHOM).

6.5. Xapakrep u coaep:KaHHe YIIAKOBKH
CucreMy BarMHaJIbHYIO TE€pPaleBTHYECKYIO MOMENIAI0T B MHOTOCJIOMHOE caile U3 aTOMHUHHEBOU
dbonpru/monusTriieHa. [lo 5 camre B mayky KapTOHHYIO BMECTE C JIMCTKOM-BKJI IBIIIIEM.
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6.6. Oco0ble  Mepbl  NPEIOCTOPOKHOCTH | IIPH 'Q%%Q%“T%Hj;kgﬁh}lmhﬂ

JIEKAPCTBEHHOT'0 Mpenapara Wi 0TX0A0B, MOJYYEeHHBIX NOCJe MIPUMEHEHUs JTeKAPCTBEHHOI0
npenapara, u ipyrue MaHUIyJISIUM C MPenapaToM

[Ipemapar LlepBuaun ciexyer AocTaTh W3 MOPO3WIBHOM KaMepbl HEMOCPEACTBEHHO IEpeN
BBEJICHUEM.

Bech ocraBmmiics ieKkapCTBEHHBIM Mpenapar U OTXOAbl CIEAYeT YHUUTOXKUTH (yTHJIM3UPOBATh) B
YCTaHOBJICHHOM MOPSIKE.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Coenunennoe Koponesctso

®eppunr Kourpomia Tepanbrotuke Jlumutes

1 Paasyn [neiic, [Tun [Tapk Kamnyc, Mer-Kunbpumpk, 'nasro, G74 SPB

7.1.  IlpeacTaBuUTeNb AepKATe/sl PETHCTPALMOHHOTO YI0CTOBEPEHUsI
[IpereH3un notpeduTesiell HANPaBIATh MO AAPECY:

Poccuiickas ®@enepanus

000 «Peppunr @apmaceTHKaI3»

115054, r. MockBa, Kocmogamuanckast Hao, 1. 52, ctp. 4.

Tenedon: + 7 (495) 287-0343.

@axc: + 7 (495) 287-0342.

OnektponHas nmouta: SafetyMailboxRussia@ferring.com.

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA
JlexapcTBEeHHBIN IpenapaT OTHOCUTCS K KaTETOPUM OTITYCKA IO PELENTy.

OOmast xapakTepUCTHKa JIEKAPCTBEHHOTo Ipernapara LlepBuami JocTynmHa B €IWHOM peecTpe
3aperHCTPUPOBAHHBIX JICKAPCTBEHHBIX CpEeICTB EBpa3uilckoro SKOHOMHYECKOrO COr03a W Ha
oduHMaTbHOM caite YIOJIHOMOYEHHOT'O opraHa (9KCIIepTHOI OpraHH3alum):
http://www.roszdravnadzor.gov.ru.



