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Kounasus IPOMOME{ Bbrpaxaer BaM

oco6eusocrefi 6esouacHoro npuMeHeHus
penpoAyKrr,rBHoro Bo3pacra.

Kopperunr Beca rBrrerc.s oAHlrM H3 KoMnoHeHToB reparrnll pxaa $opu 6eculoAl'ts
(nanpurr,tep, accorlr4r,rpoBaHHbre c oxupeHr.reM cr,rHApoM noiIIaKI,Icro3HbIx sLIrrHI,IKoB, HapyIueHI'Iq

MeHcrpyaJrbHoro uuKira, Naera6oru.recxufi clru.qpoM n r.a.) B cBt3I{ c srltM, cnequaJlllcrbl
r4puuoo*paHeHr,rr Ha3narraror rerapcrnennufi npenapar Pegyxcuu@ xeHIrII.IHaM, crpaAaIouIHM

us6rrroqHHM BecoM u 6ecnloaueu.
Bsuay ycraHoBJreHHoro Ar.rarn03a 6ecn.noAur, naIIueHTKH ,uassofi KareropI,IH HHorAa

npeue6per*o, nonrpaqenquefi B nepl4oA npI.IMeHeHI,Ir PeAyxcllHa@.

Buecre c reM, JreKapcrBeHnufi npenapar PeAyKcuH- nnu4y HeAocraroqHocrl'I KrlIHfiqecKHX

AaHHbIx o 6esouacHocrr,r [porrlBonoKa3aH B nepr{oA 6epeueuuocrupr JIaKTauuu.

B re'reuflr.r uocneAuero roAa B KoMnaHr.rro nocrynnna nnQopuauur o 15 clyvaax
6epeuenuocru Ha pauHux cpoKrrx y )Kenrrrnu npraHlrMaBlxnx Pegyxcr.tHt (cu6ytpawvrr + MKI]). B
AIrIC PocsApaBHaA3opa 3aperncrpnpoBaHo 20 coo6uresufi o l6 clyva.ax 6epeuennocru; ncero 203

coo6qenus o 188 cflyqarx H|[P npu npHMeHeHrrH Pelyxcllua-. PassHrLIe 6epeueuHocra

orMeqaJrocb, B ToM rlucJre, y [arI]reHToK c paHee AI4arHocrLIpoBaHHbIM 6ecnloAuev. flpuueneuue
npenapara y Bcex 6epeueunrrx [arlr4eHTox 6u.ito npeKpauleHo.

KoMnaHHs IIPOMOME,{ npu.naraer MaKcrrMaJrbHbre ycvlrwfl AJIff orcJIexLIBaHHs HcxoAoB

6epeueHnocrefi, sa6epeMeHeBunx B neplroA npr,rMeHeHr.rr JleKapcrBeHHoro [penapara Pe4yrcuH@. K
HacrotlrleMy BpeMeHr.r He 3aperucrpr.rpoBaHo xaxoro-rn6o HefaruBHoro BJIUIHLII npe[apara Ha

Teqenr.re 6eper,aeuuocrr,r, poAoB, MyrareHHoro rr reparoreHuoro Aefictsnr y nrcAefi, orpl{IlareJlbHoro
BJrr4sHn.fl Ha pocr, $usuvecroe H nclrxrdr{ecKoe ptBBr{Trle Aereft B nepuoA Ha6-nrcAenuq .uo 3.5 rer.

Teu ue MeHee, BBHAy orcyrcrBr,rs AocraroqHblx KJII4HHqeoKHX AaHHbIx, [o3BoJIs[olIIHx
noJrHocrbro HcKlroqnTb penpoAyKTr{BHyro roKcnrlHocrb, feHoroKclrqHocrb I,I SerotorcuqHocrb
cu6yrpaunHa, KoMnaHllt o6pautaer oco6oe BHnMaHHe cner.IHErJrr.rcroB 3ApaBooxpaHeHI,Iq Ha

seo6xoAr.rrr,rocrb aAeKBarsofi KoHTpaIIe[wtpr vr flpeKparrleHllfl npr.rMeHeuur Pe.ayKcHHa* B cnyqae

3A$ATUfr.

B cBs3lr c err.rM, KoM[aH]rfl IIPOMOMEA cqr.rraer seo6xoAnuuu o6parnrr BHI,IMaHHe

cneIIHaJrr.rcToB 3ApaBooxpaHeHr.rr Ha cneAyroqee :

l. Ha ceroAusruuufi AeHb AaHHLre o 6egonacsocru cu6yrpar,ruHa npn 6epeueuHocrn

orpaHI4rIqHbI. I,IMerorcs AaHHbre o penpoAyKTunnofi ToKcr.rqHocrr.r H Qeroroxcl.trlHocrll
cu6yrpalauna B r,rccJreAoBaHr,rrx Ha xr4BorHbrxt. KourponldpyeMblx uccre.{osaHlrfi

I Francia-Farje LA, Silva DS, Volpato GT, Fernandes GS, Carnietto N, Cicogna AC,Kempinas Wde G. Sibutramine
effects on the reproductive performance of pregnantoverweight and non-overweight rats. J Toxicol Environ Health A.
20 I 0;73(1 3- l4):985-90

cBoe trorlTeHne il oOparuaet BHI4MaHHe Ha pflr
JreKapcrBeHHoro rrpatuputu Pe4yrcnn@ y )KeHuII'tH
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6esonacuocrr.r cu6yrpaMuHa npn 6eperraeHHocrr{ He npoBoAr{Jrocb. O4nonperraeHHo c 3Tr.rM,

ony6ruronauu orAeJlbHbre na6nro4euua2'3, AaHHbre perucrpoBoro uccneAoBaHllq
cu6yrpartluHa y naqueHToK rIpH 6epeueHuocrrr c oxBaroM lo 52 naurreHToK, B Koropbrx He

RbltBJIeHo BpoxAeHHbIx aHoMaJruit utu reHoroKcr{rrHocru y Aerefi, qbn Marepl,r [pHHr4ManI{
cu6yrpaunH Ha paHHHx cpoKax 6epevrerrHocrua. B ro )r(e BpeMs o6rev nonyrreHHbrx Ha

cefoAHf, KJILIHI,IqecKI{x AaHHsIX He no3Bo[rer noJrHocrbro noATBep,{trrb 6esonacHocrr
cI46yrpaMLIHa npu 6epeuennocru. BcreAcrBlre sroro, JreKapcrBennufi npenapar Pe4yrcuu@
lporllBonoKa3aH K npuMeHeHr.rrc npu 6epeuenuocru.
Kporr,re roro, B Hacroslqee BpeMs orcyrcrByror AaHHbre o6 sxcrpeuuu cu6yrpaMr.rHa c
TpyAHEIM MoJIoKoM. B cBs3lr c grlrM, ueo6xo,quuo Bo3Aepxarbcc or npHMeHeHHt
Pelyxcllua@ B neplloA rpyAuoro BcKapMnr,rB a.uyts, lu6o npexparHTb KopMneHHe B nepuoA
JreqeHr.rr [penapaToM.

flauueurrz AonxGbI 6urr npegynpe)KAeHbr o roM, uro Pe,uync""o npotr,rBorroKiBaH npr{
6epeuenuocru. B nepuoA npaMeueHnr npenapara seo6xoAr.rMo r{cnonb3oBarb aAeKBarHyro

KoHTpalrenqurc. Brr6op KoHTparrenqr{rl AoJr)KeH ocyulecrBJrsrbcs. coBMecrHo c reqaulilM
BparroM, ucxoAt lI3 coorHollreHur s$SerrnnHocrr.r u 6esonacHocrr.r pa3JIr{rrHbIX MeroAoB

Ko HTparIe[ \Hvr, a raKxe vHgnuv \y a:rbH brx oco 6 eH u o crefi n aqu eurxu.
flaquestru c AI,IarHocrHpoBaHHbrM 6ecunoAaeM AonxHbr 6srrr ynegoMJreHbr o BeporrHocrr.r
I{3MeHeHut penpoAyKTlrsHofi Qynrcuur.r ua Sone cHlrxeHuq Maccbr rela. B cBq3r.r c 3rr{M,

AaHHrIM naIIueHTKtlM coBMecrHo c neqauluM BpaqoM, TaKxe ueo6xoAl.luo paccMorperb
Bo3MoxHocrb KoHTparlenquu B nepr{oA npr.rMeHeHur Pegyrcuua@.
B cnyqae HacryflneHlls 6epeuenuocru B rrepuo,{ npHMeHeHHs [penapara rrarIHeHTKH

AonxHbI6rtrr npe4yrpexAenbl o seo6xoAr.rMocrr,r HeMeAJreHHo npouH$opMr.rpoBarb o6 srou
neqalqero Bpaqa. Heo6xoAlEtr.to npeKpaTLITb rrpr.rMeHeHHe Pe4yrcnHa@ rIoA KoHTpoJreM

neqaqero Bpaqa.

5. Bpauarra Heo6xoAl.tvo uu$oprtanpoBarb KoMnaHHro o pillBrrrr.ru 6epeuenHocrr.r n Sopnaare
I'{3BeuIeH}It PocrApaaua.q3opa o uex<eraremuofi peaKrIHH rrrLr repaneBTuqecrofi
Hes$SenrnBHocrtr neKapcrBeHHoro cpeAcrBa.

6. CneqnzurucraM 3ApaBooxpaHeHus cneAyer crpeMr{TLc, nonyqrrrb corJracue narlneHToK Ha
orcJre)KI{BaHI'Ie HcxoAa 6epeuennocrl,I u cocrogHrru 3AopoBbr pe6eura B nocrHar€urbHoM
nepHo.[e (cneayer crpeMl,ITbcs norfrr,rrb KoHTaKTHbre AaHHbre nauHeHToK, Hc[oJrb3oBaBugx
Pe4yxclttt@ Ha MoMeHT galra-rlrfl, vr paHHr4x cpoKax 6epeueuuocru, rnfl o6ecne.reHns
Bo3MoxHocrI'I orcJlexuBaF'Us. ucxoAa 6epeueuuocrvt Lr Aanruefiuero cocrorHn.rr 3AopoBbt
pe6enxa).

'Kadioglu M, Ulku C' Yaris F, Kesim M, Kalyoncu NI, Yaris E, Sibutramine use in pregnancy: report of two cases. Birth
Defects Res A Clin MolTeratol,2004
Aug;70(8):545-6

3 Garcia-Bournissen F, shrim A, Koren G, Exposure to sibutramine during
pregnancy. Can Fam Physician. 2007 Feb;53(2):229-30

a De Santis M, Straface G, Cavaliere AF, Carducci B, Caruso A. Early
first-trimester sibutramine exposure : pregnancy outcome and neonatal follow-up, Drug Saf. 2006;29(3):255-9
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7. flolyvaeual or cnerluaJrr,rcroB 3ApaBooxpaHeHr,rs nn{opvaqua o cryrrturx pa3Br{THt

6epeueuuocTv, a TaKxe r.rcxoAax 6epeuennocTr,r Ha $oue npr,rrvreHeHuc JreKapcTBeHHoro

npenapara Pe,qyxcl.IH@ 6yaer HanpaBJrsrbcr B Posc4panuaA3op B noprAKe, orpeAeJreHHoM
(DegepalrHblM 3aKoHou or 12.04.2010 Ns6l-@3 <06 o6parqeHr.ru neKapcrBeHHbrx cpeAcrB)

H noA3aKoHHbIMH aKTaMu MuuucrepcrBa 3ApaBooxpaHeHr,r.s Poccuficxoft Oegepaquu.
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