HHCTPYKIHUA
10 MeAMUHMHCKOMY NPHMEHEHHIO JIeKAPCTBEHHOI0 CPeACTBA

Toprosoe nassanne npenapara: JAKTUHET®-PUXTEP (LACTINETTE®-RICHTER)
MexayHapoaHoe HenaTenToBanHoe HasBanne (MHH): nesorectpen (desogestrel)

@®opMa BbINYCKa: TabICTKH, IOKPHITHIE IVIEHOIHOH 000104YKOi

COTJIACOBAHO
MUHUCTEPCTBOM 3APABOOXPAHEHUSA
CoctaB PECITYBJIIUKH BEJAPYCH A
IIpukas MusicTepeTeA 3XPABOOX PAHEHU A

B J

Kaxcias Tabnerka COEpKuT:

Heiicmeytoujue eeujecmea: 1€30recTpen — 75 MKT.
Bcnomozamenshoie seutecmea:

A0po_mabnemxy: NAKTO3Bl MOHOTHMApAT, Kpaxman kaprodensHsii, noBuaoH K-30, kpemuus
JHOKCHJ KOJUIOM/IHBIH 6e3BOIHBIN, cTeapuHOBas KucoTa 50, HOJHEIA paleMar-o.-Tokodepona;
o6onouxa mabnemxu: OTIAJIPAM I1. 85F28751 Geblit (CIIUPT IOITMBUHKIOBBIH, THTAHA THOKCH]
(E 171), makporoxn 3000, Tasbk).

Onucanne

Kpyribie, ABOSKOBBIIYKJIbIe TAa0JIETKH, MOKPHITHIE MIEHOYHON 000I0YKOH, O€I0ro MM IOYTH
6eoro 1BeTa, JMaMETPOM OKOJIO 5,5 MM, ¢ MapkupoBKoil « D » Ha oxHOM cTopoHe M « 75 » Ha
JIPYyTrO# CTOPOHE.

(I)apmaKOTepaneBanecxaﬂ rpymmna: FOpMOHaJIBHBIC KOHTPALCNITUBEI Ji1 CHUCTCMHOTO

npumMeHeHus. [IporecrareHsl.
Koa ATX: GO3AC09

@apMaKo/I0THYeCKHe CBOHCTBA

DapmaxkoouHamuka

JlakTuneT®-PuxTep — IMporecTareH-coaepXalini KOHTPAIENTHB (COIEPXHUT TOJIBKO IIporecTarcH
— Ie30TeCTpen).

Kak B ocTambHble KOHTpALIENTHBH, COIEPXKAIIHe TOIbKO HporectareH, npemapar Jlaktuner®-
Puxtep moaxoauT KOpMAIIMM MaTepsaM, a TAaKoke JKEHIIMHAM, KOTOpble HE MOTYT W HE XOTAT
IPUHAMATh OSCTPOreHpl. B oTiH4Me OT OOBIYHBIX KOHTPALlENITHBOB, COAEPKAIIMX TOJBKO
IporecTareH, mpenapar AeicTByeT B OCHOBHOM 3a CHET MOJaBJICHHs OBYISAIHHA. [Ipyrue 3¢ deKThl
BKJIFOYAIOT MOBBILICHHE BA3KOCTH LIEPBUKAIBHOM CITH3H.

JlaHHbBIe KIMHUYECKHUX HCCleIoBaHui 10 3¢ GEKTHBHOCTH B 6€301aCHOCTH

B xozxe wmccienoBaHus, MPOBOJUBIICIOCS B TCUCHHE 2 MUKJIOB, B KOTOPOM IOATBEPXKICHHEM
OBYJSIIUU CUUTAJICS YPOBEHb NPOTECTEpOHa BBIME 16 HMOJL/M B TEUCHHE 5 OHEH MOApAL,
OBYJISIUA Bo3HUKaNa Uik y 1% (1/103) wenmun; npu stom 95% JIW B noarpynme ITT coctaBun
0,02%-5,29% (Heymaum u3-3a Hed((EKTHBHOCTH METOJa WM HENPaBHIHHOTO IIPUMEHEHHS
npenapara). [logaBneHne OBYJNALHUU JOCTHTAIOCh C IIEPBOro IMKJIA NMPHUMEHEHHS Ipenapara.
OBymsanus Habmozanack B cpegHeM uepes 17 mueii (7-30 nmHeit) mocie OTMEHBI A€30TecTpena,
IIPUMEHIEMOr0 B TEYCHHE 2 [UKIIOB (56 AHEH moapsiy).

[lo DaHHBIM CPAaBHUTEIBHOTO HMCCIEAOBaHUSA SPPEKTUBHOCTH (MPU MAKCHUMyME ONO3[aHHs B
npueMe TalneTkw 3 4Yaca), 3HaueHHe WHuekca [lepns ans nesorectpena B noarpymme ITT
cocrasmio 0,4 (95% U 0,09 — 1,20), mo cpaBuenuto ¢ 1,6 mis 30 Mkr neBoHOoprectpena (95%
JIN 0,42 — 3,96).

Taxum o6pa3zom, 3HaueHHe HHAEKca [lepns Ui ne3orecTpena CONOCTABHMO € TAaKOBBIM IS
KOMOMHHMPOBAHHBIX epopaibHbIX KoHTparenTHeoB (KOK) B oOmie# momysiuu, IpUMEHAIOLIEeH
KOK. ’
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HpHMCHeHHC z[e3oreCTpeJ1a BCACT K CHI/I)KCHI/IIO YPOBHA 3c’rpannona, lIO 3Ha'-'IeHI/IPI

T ey

er’ICBOI[HI:II/I O6MeH, JIMIIHTHBIA 00OMEH H reMoCTa3 He BBIABIICHO.

Jletu u moapoctku g0 18 ger
JlanHbIe KIMHUYECKHX HCClenoBaHU# 3(QEeKTHBHOCTH U 0€301MacHOCTH B 9TOM BO3pPacTHOH

rpyIIe OTCYyTCTBYIOT.

dapmaKkokunemuKka

Bcacwvisanue

[locne mpueMa BHYTPb Je30recTpel OBICTPO BCACHIBA€TCs M METaOOMHM3UpYyeTCs [0
3TOHOTreCTpeNia. B paBHOBECHOM COCTOSIHUM MAakCHMajlbHas KOHIEHTpalus B IUIA3ME KPOBH
nocrturaercs depe3 1,8 daca mocie mpuema; abcomoTHas OHOMOCTYIIHOCTH 3TOHOTECTpeNna
coctapiseT npubau3uTensHo 70%.

Pacnpeoenenue u ceasviganue c Genxamu niazmol Kpoeu

OroHorectpen Ha 95,5-99,0% cBs3bBaeTcs ¢ OenkaMH IUIa3MBI KPOBH, B OCHOBHOM €
ab0YMHHOM H, B MEHBILIEH CTENEHH, C IIIO0YIMHOM, CB3bIBatoIUM TostoBbie ropmonsl (I'CIIL).
Memabonusm

Jle3orecTper MeTaboIH3UPYETCs Iy TEM THAPOKCHIIMPOBAHUS M JETUAPOTCHU3ALMH 10 aKTUBHOTO

MeTabonMTa — OSTOHOTecTpena. OTOHOrecTpell Meraboiu3upyercss IyTeM 00pa3oBaHH
CyIbGhaTHBIX U TIIOKYPOHUIHBIX KOHBIOTATOB.
Buigeoenue

[Ipu oqHOKpPAaTHOM M MHOTOKPAaTHOM NpUeMe CpeJHUMN NEPUOX IOIyBBIBEIACHHS 3TOHOrECTpea
coctaBisier mnpubausutenbHO 30 dacoB. PaBHOBecHas KOHIEHTpamus B IIIa3Me€ KpPOBH
nocturaercst depe3 4—5 aHeil. ChIBOPOTOYHBIM KIMPEHC 3TOHOrecTpesa IPH BHYTPHUBEHHOM
BBEJICHUH COCTaBIsIET Npubnu3nTenbHo 10 Ji/9ac. DTOHOTECTpEN U ero MeTaboIUTHI BEIBOJATCS B
¢dopme CBOGOIHBIX CTEPOMIOB HIIH KOHBIOIaTOB ¢ MOYOH W KajioM (B cooTHomeHud 1,5:1). Y
KOPMSIIIUX XCHIIUH 3TOHOreCTpPeNl BBUIEIIETCS B rpyAHOe MOJIoko B cootHomeHuu 0,37-0,55
(Monoko/mnasma kpoBH). C y4eToM 3THX JaHHBIX, a TAK)Ke TOTO, 4To pedeHok norpednset 150 M
MOJIOKa Ha KT Beca B JICHb, B CYTKH OH MOXeT moiyd4ars npubmusutensHo 0,01-0,05 Mxkr
3TOHOTECTpENIa C IPyAHBIM MOJIOKOM.

DapmaroxkuHemura y 0moebHblX 2pYnn NayueHmos

Hapymienne QyHKIUYN novek

HccnenoBanus (apMakOKMHETHKU [€30TeCTpeNia y MAIMeHTOK ¢ 3a00/eBaHMsAMH II0YEK HE
IIPOBOMIIHCH.

Hapymenne QyHKIUY eYeHU

HccnenoBanus ¢GapMakOKHMHETHKH A€30TECTpeNia Y MANUWEHTOK ¢ 3a00JICBaHMAMH II€YEHH HE
npoBoawiInck. OQHAKO CllelyeT YUUThIBaTh, YTO MpH HApYyIIeHUN QYyHKIUU IEUeHH MeTaboIu3M
CTEpOHAHBIX TOPMOHOB HapyIIaeTCsl.

OTHUYECKHUE TPYIIIHI

CpaBHeHHsT (apMaKkOKMHETHKH [e30recTpeiia B pa3IMYHBIX OJTHHYECKHX TIpynmax He
IIPOBOJUIIOCK.

IToxa3zanus kK NpHMeHEHHIO
Kontpanenuusi.

IIporuBonokasanus
— IoBbIlIEHHAS YyBCTBHTEILHOCTh K JICHCTBYIONIEMY BEUIECTBY WU JIOOOMY KOMIIOHEHTY
npenapara (cM. paszzen «Coctasy).
— Beno3nas Tpom603MO0IHs B MOMEHT Havyalla IIpUeMa Irperapara.
— IlepeHeceHHbIE WITH HMEIOIIHECS TsDKEIble 3a001eBaHusA IeYeHH (IIpenapar He IPUMEHSIOT
JI0 HOpMATH3aIUH [eYeHOUHBIX pob).
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— JIMarHOCTHPOBAHHEIE MM IIPEANOJAaraeMbie  3JI0KAUECCTBEHHBEE - TOPMOHO3ABUCHMBIC
OIyXOJIH.

- KpOBOTC‘-IeHI/IC H3 BJIaraJviia HGYCTaHOBHeHHOfI 3THOJIOTHH.

IlpuMeHeHue NpU GepeMEHHOCTH H B NIEPHOX IPYAHOr0 BCKAPMJIMBAHUS

bepemenHOCTD

JlaxtureT®-PuxTep He mokasaH mnpu GepemeHHOCTH. IIpu HacTynaeHuH GEpPEMEHHOCTH IPHEM
npenapara npeKpamaoT.

UccnenoBadus Ha >KMBOTHBIX MMOKA3alH, YTO OYEHb BBICOKHME JIO3bI MPOr€CTareéHOB MOTYT
IIPUBOAMTH K MacKyJIMHHU3AIMK 3apOJBIIIEH XKEHCKOTI0 1oJIa.

B Xoze OOLIMPHBIX SMUIEMHOJIOTHYECKAX HCCIEJOBAHHH He ObUIO OOHApYXXEHO MOBBILICHHS
pUCKa BPOXICHHBIX IOPOKOB Pa3BHTHA y JETeH, POXACHHBIX OT JKCHIIMH, KOTOPBIC [0
6epemennoctd npuHuManyd KOK, miu TepaToreHHOro IeHCTBUS B CiIydac HENPEIHAMEPEHHOIO
ucnons3oBanus KOK Ha panuux cpokax GepemeHHOCTH. JlaHHBIE (hapMaKoHaa30pa B OTHOIIEHHH
pasaMyHbBIX Ae3orectpen-comepxkamux KOK Taxxke He yKka3plBalOT Ha IOBBIIIEHHBIH PHCK
neheKTOB pa3BUTHSL.

['pyaHoe BCKapMIMBaHHE

Jle3orecTpe1 He BIUAET HAa BHIPAOOTKY M Ka4eCTBO (KOHI[CHTpAIKs IPOTEHHA, JIAKTO3bI MK XKUPa)
rpyaHoro Monoka. OnHako HeOOJBIIOE KOJIHIECTBO 3TOHOrecTpesa (MeTabouTa 1e30recTpena)
BBIZIENISIETCS C TPYIHBIM MOJIOKOM: peGeHOoK MoxeT noiy4arh 0,01-0,05 MKr sTOHOrecTpena Ha KT
Maccel Telia B JeHb (M3 pacdera NpuOIM3HTENBHOro o0beMa moTpedieHus Moioka 150
MJI/KT/JI€HB).

HMeroTCsT OrpaHMYEHHBIE JAHHBIE JOATOCPOYHBIX HCCIECIOBAaHUN CpelH AETeH, YbH MaTepu
Hauadu mpueM npenapara Jlakturer®-Puxrtep B nepuos ¢ 4 mo 8 Hememo mocie poxos. Jletu
HaXOJUJIKCh HA TPYIHOM BCKapMJIMBAaHHH JI0 7 MecsieB. 3a HUMH Habmoxanm 1o 1,5 et (n=32)
1 110 2,5 net (n=14). [Ipu oneHke pocra, PU3NIECKOr0 U ICHXOMOTOPHOTO Pa3BUTHS Pa3/IM4Uil B
CpPaBHEHHH C MJIAJCHIIAMH, YbH MaTE€pH MCIIOJB30BAIM MEAHYKO BHYTPHUMATOYHYIO CIHMpalb
(BMC) B nepuo KOpMJIEHUS TPYIbIO, HE BBISBIICHO.

VuuTeiBasd HMeIOINMECS JaHHBIE, npenapar JlakTuHeT®-PuxTep MOXKHO TPUMEHSTH B MEPHON
KOpMJICHHS Ipyabto. TeM He MeHee, HEOOXOJUMO TIATEIBHO CIIEAUTH 3a POCTOM H Pa3BUTHEM
pebeHKa, MaTh KOTOPOro UCNomb3yeT npemnapar Jlaktuaer®-Puxrep.

@epTUIBHOCTD

[Ipenapar Jlaktuner®-Puxtep mpenHasHauyeH i [PEJOTBpAlllcHHs  OEPEMEHHOCTH.
Wndopmanuio 10  BOCCTAHOBIICHHIO  GEepTUIBLHOCTH  (OBYJISAIMH) CM. B paszene
«DapMakoTHHAMHKAY.

Cnoco® npuMeHEHHA H 103bI

Jlo3upoBka

Jns poctuxeHuss KOHTpamenTUBHOTO 3¢dexra HeoOXoAuMo coOoaarTh NpaBuia IpHEMa
npenapara (cM. mm. «IIpasuia nmpuema npenapara Jlaktuner®-Puxrep» u «Kak Hauath npuem
npenapara JlaktuaeT®-PuxTepy).

Oco6ble rpynnel NaUeHTOB

Hapywenue ¢pynxyuu novex

Knuandeckux uccnenoBaHuii cpey MalueHTOK ¢ HapylIeHHeM (yHKIHH IIOYeK He IPOBOIUIIOC.
Hapywenue ¢ynxyuu nevenu

KiuHuYecKuX HCCIeOBaHMM CpeM MNalWeHTOK C HapymieHHeM OQYHKIHHM II€YEHH HE
HIPOBOAMWIOCH. [IpH TSDKENBIX HAPYIIEHUAX HYHKIUY IIEYEHH METa00IM3M CTEPOMIHEIX TOPMOHOB
MOXET HapylIaThCs, HO3TOMY B TAaKHX Cilydasx npenapar Jlakruner®-PrHxTep Ha3HAYAIOT TONBKO
HOCjIE HopMau3alvi QyHKIMOHAIBHBIX P06 nedeHu (cM. pasaen «1IpoTuBonokasaHusy).
Hemu u noopocmxu 0o 18 nem
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BesonacHocts U 3 PeKTUBHOCTD npef? }QT? HhKTHHen@ ﬁn}r& y neTe“' U IIOleOCTKOB ,uo 18 et
He YCTaHOBJIEHHL. JIaHHBIE 110 IPUMEHEHHIO PenapaTa B 3TOH BO3PacTHOM rpymie OTCYTCTBYIOT.

Crooco0 IIpHMeHECHHS
BuyTps.

IIpaBma npuema mpenapata Jlaktuner®-Puxrep

TabrneTkn MPUHAMAIOT €KETHEBHO, IPUMEPHO B OIHO M TO )K€ BPEMs, TAKHM 00pa3oM, 4ToObI
HHTEpBAl MEXAy INpHeMoM JByX TableTok Bcerma cocTaBisn 24 daca. Ilepsyro Tabnerky
IPHHAMAIOT B IIEPBBIHA J¢Hb MEHCTPYAIBHOIO KPOBOTEUEHH . 3aTeM ITPOJIODKAIOT IPUHAMATD 110
OIHOH TableTke B J€Hb, B TOM YHMCJIE IIPH HACTYIUICHMH MEHCTPYalbHOIOJOOHOH pEaKIHH.
HoByio GnuCTEpHYIO YIAaKOBKY HAUWHAIOT Ha CJIEAYIOUIMH JEHb MOCJIE TOrO, KaKk 3aKOHYATCA
TaOJETKH U3 MpeabIyeil yIaKOBKH.

Kak HauaTp npuem mpenapara IIaKTHHeT®-PHXTep
Ilayuenmxu, panee He npumeHsABUIUE 20PMOHANTbHbIE KOHMPAYENmMusyl (8 npedbloyujem mecaye)

[TpueM TabyeTOK cCleayeT HayaThb B TEPBBIH J€Hb €CTECTBEHHOIO MEHCTPYaJIbHOIO IIMKIIA
JKEHIIMHEI (T.€. B MEPBBI JIeHh MEHCTPYAIBHOTO KpOBOTE€UeHHs ). Pazpemaercs HayaTh IIPHEM
npemnapara Ha 2—5 J€Hb IEPBOTr0 MEHCTPYAJIBHOTO IIMKJIA, OJHAKO B TaKOM CiIydae B TEUECHHE
IEePBBIX CeMH IHEH IpHeMa TalJIETOK PEKOMEHAYETCS MCIIONb30BaTh OapbepHBI METON
KOHTPALETIHH.

IIpepviganue b6epemeHHOCmU 8 NEPEOM mpuUMmecmpe

MoxHO Ha4YMHATH MPUEM TIpemapaTa cpasy ke MocCie MpephIBaHus OEPEMEHHOCTH, TOT1a KaKUX-
1100 TOMOIHUTEIHHBIX METOI0B KOHTpALIETIIUU He TpedyeTcs.

Poowvt unu npepvieanue bepemennocmu 60 8mopom mpumecmpe

XKenarenpHo HauyaTh mpueM npenapata Ha 21-28 peHp nociae poAoB HIHM INPEPHIBAHUA
OepeMeHHOCTH BO BTOPOM TpuMecTpe. JKeHIMHaM, HAUWHAIOIIUM IIPHHUMATh TabJIETKU MO3XKeE,
ClIelyeT AOTIOTHUTENBHO HCITONIB30BaTh OaphepHble KOHTPALEITUBREI B IEPBBIE CEMBb JHEH IIPHEMA
npenapara. Eciin 10 Hayana npreMa npenapata ObUT HE3alIMINEHHBIH I0JIOBOM KOHTAKT, IEpe
npueMoM IepBoii Tabnerku mnpemapara Jlaktuaer®-PuxTep HEOOXOMMMO HCKIIOYHTH
OepeMeHHOCTh WIM JO0XAAThCS IEPBOIO MEHCTPYalbHOTO KpOBOTE€UYEHHS. JIONOJHHUTEIBHYIO
uHbopManMI0 O MNPUMEHEHHM IIpenapara B MEpPHOJ KOpPMJIEHHS TpPyAbI0 CM. B pasfele
«IIpuMeHeHne npu 6EPEMEHHOCTH U B IIEPHOJ] TPYTHOTO BCKAPMIIUBAHUSY.

Kak nHauate npuem npemapara Jlakturer®-PuxTep Iocie HCIONB30BaHMS APYTHX METOIOB
KOHTPAIENIHU

Ilepexoo na npuem npenapama Jlakmunem®-Puxmep ¢ KOK, enazanuwynozo xomvya unu
MPAHCOEPMANLHO20 NIACMbIPS

IlpeanmouTnuTenbHO HayaTh MpPUEM Npernapara Ha CIEAYIOIIUN JeHb MOCNe MpHeMa IOCleIHeH
AelicTByrommel Tabnetku npeasiaymero KOK (t.e. Tabnerku, comepxamniell akTHBHBIEC BEIIECTBA)
WIM B JI€Hb YAAJCHHs BIAraJMIIHOTO KOJbLla WIH TPAHCAEPMAILHOIO IJIACTHIPSA. B momoOHbBIX
CIIy4asix JOIOJHHUTENBHBIX Mep KOHTPAICIIHH He TpeOyeTcs.

XeHnmuHa TakKke MOXeT HayaTh MpueM mnpenapara JlakTuHeT®-PuxTep He moske, yeM Ha
CIIEIY oI AeHBb NOCIe OOBYHOTO IepephiBa B IpHeMe TableToK, MepephiBa B UCTIOIB30BAHHH
IJIACTHIPA MM KOJbLa, HIM HHTEpBala B IpueMe TableToK Iulanebo MpeablayIero
KOMOMHUPOBAHHOTO TOPMOHAJILHOTO KOHTpAlleNTHBA. B 3TOM ciyyae B IEpBBIE CeMb IHEH
npueMa Ipemapara CIEAyeT HCIOJB30BaTh  JIOMONHUTENbHBIE (0apbepHBIE) METOIBI
KOHTpaLETIUH.

Ilepexo0 na npuem npenapama Jlaxmunem®-Puxmep ¢ npenapamos, coOepicaujux MonbKo
npo2ecmazeH (« MUHU-NULUY, UHDEKYUU, UMNIAHmMAm), 1ub0 om npozecmazen-6vlc60004coaroujen
sHympumamoyHou cucmemol (BMC)
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XeHmuHA MOXKET MEPEHTH C IPHEMa «MUHH-TTWIN)» Ha NPHCM-HpeHapara JlakTuner”-Puxrep B
mobo# nenn. Ilepexon Ha mpHeM Iipenapara JlaxtuneT®-PrxTep BO3MOXEH B J€Hb yAAICHHA
umiuiagTata/BMC wiM B JeHb OYepeHOM 3allIaHMPOBAHHON MHBEKIMH HHBCKIIMOHHBIX dbopm

KOHTPAaCIITUBOB.

[IpueM nponyIeHHBIX TAOIETOK

Ecnu Mexay IpHeMoM AByX TabieTok mpomnto 6osee 36 Hacos, KOHTpaIleNTUBHBI 3 deKT
MOXeET CHH3MThCS. ECIH omo3jaHue B preMe TablieTKH COCTaBHIIO MeHee 12 4acoB, XKCHIIMHA
IPYHEMAaeT IpOMYIEHHYIO TabJeTKy Cpa3y, Kak TOJNBKO BCIIOMHHT, & CIIEAYIONLYIOo TaONeTKy — B
o6braHOe Bpems. Ecom omosnanme B mpueme TabneTku cocraBuwio Gonee 12 vyacos, B
MOCTIeYIONIHE CEMb JHEH MpueMa MperapaTa cIeQyeT HCIOJIb30BaTh AOIONHATEIbHBIH METOL
KOHTparnenuy. Ec/m seHIMHa NPOILy CTHIIA IIPHeM OHOM 1 Goiee TabNeToK B TeYCHHE IEPBOH
HeJIeId M BCTyIMala B MOJIOBOM KOHTAKT 3a HEJETIO [0 3TOr0, MOSBILIETCS PUCK HACTYIUICHHA
O6epeMEHHOCTH.

PexoMeH1alMy 110 [IpUEMY IIpernapara IpH XKeayI0YHO-KUIIEYHBIX PACCTPOHCTBAX

[IpH TSHKENBIX KTy I0YHO-KUIIEYHBIX PACCTPOMCTBAX BCACHIBAHUE aKTHBHOTO BEIECTBA MOXET
OBITH HETIOJIHBIM, IOITOMY JOJDKHEI OBITH MPUHATHI JOIOJIHUTEILHBIE MEPHI KOHTPALICTILIHUH.
Eciu B Teuenue 3—4 yacoB mociie mpueMa TabJeTKH BO3HHMKJIA pBOTA, BCACHIBAHHE IIperapara
MOXeET CHHXarthesa. ITOCKONBKY 3Ta CHTyallds IIOX0Xa Ha IPOMyCK IpHeMa Mpemapara, B
HOAOOHBIX CUTYAIMSX CIIEAYIOT YKa3aHUsM [0 TPUEMY HPOITY IEHHBIX Ta0IeTOK (CcM. 1. «IIpueM
IPOIYIEHHBIX Ta0JIETOK).

KoHTpoJIb 33 COCTOSHHEM 310POBhS JKEHIIIMHEI BO BpeMs IpUeMa IIpenapara

Ilepen TeM Kak Ha3HauuTh mpernapar JlakTuHeT®-Puxrep, HeoOX0mMMO cOOpaTh NMOAPOOHBIA
aHaMHE3 W IIPOBECTH TINATEIFHOC THHEKOJOTHYECKOe 0O0CiIeIoBaHUE M HMCKIIOYCHHS
GepeMeHHOCTH. [IpH HapylIEHUSX MEHCTPYaJbHOrO NHHKJIA (OJHIo- MM aMEHOpPEE) Cieayer
IIPOBECTH COOTBETCTBYIOIIEe 0OCieI0BaHKe IO Hadala IpHeMa npenapara. Bo BpeMs mpueMa
npenapata JlaktuaeT®-PUxTep IpOBOAAT PErYIIAPHBIC MEIUIUHCKHAE OCMOTPEI, HEPHOANYHOCT
KOTOPBIX YCTaHABIHBAaeTCSd HHAWBUAyalbHO. ECIH ecTh pHCK OOOCTpEHHs JIATCHTHOIO HIIM
ManupecTHOTrO 3a601eBanms (cM. pazien « Mepsl IpeJOCTOPOXKHOCTH), IIPOBOAAT KOHTPOJIbHBIC
o0crief0BaHUs C COOTBETCTBYIOIIEH MEPHOIUNIHOCTBIO.

Ha ¢one npuema npenapara JlaktuaeT®-PuxTep MOryT BO3HHKATh KPOBOTEUCHHS U3 BIIArajuIla,
B TOM YHCJIC Y MAIMEHTOK, HE IIPOMYCKAIOIMX NpueM TabieToK. [IpH 9acThIX M HEPETYIIIPHBIX
KPOBOTEUEHHSIX CIICAYET PACCMOTPETh BO3MOXKHOCTh NPHMEHEHUS albTEPHATHBHBIX METOJOB
KOHTpanennud. [Ipy mepCHCTHPOBAaHUH CHMIITOMOB HEOOXOAMMO HCKIIOYHTH OPraHMYECKYIO
HATOJIOTHIO.

OO6beM U xapakTep 00CIIeIOBaHUs IIPH aMeHopee (Ha (oHe MprueMa Ipenapara) 3aBHCAT OT TOTO,
CJIeOBaJIa JIM MAIUEHTKA YKa3aHUsAM IO MpHeMy Ipernapara; B YHCie IIEPBBIX HCCIECIO0BAHUN Y
TaKUX MNallieHTOK — TeCT Ha 6epeMEHHOCTbD.

[Ipu moaTBep)KACHNI OEPEMEHHOCTH IPHUEM IIpenapara MpeKpamaoT.

Cnenyer mpeaynpenuTh >XEHIIUHY, YTO HaKTHHeT®-PHXTep He mpepoxpanser ee ot BUY-
uHexunu (CIIM/a) u apyrux 3aboneBaHuii, HepeaaronuXcs MOJIOBEIM ITyTEM.

ITo6ounoe aeiicTBHE

B Xone xIMHMYECKHMX ¥CCIEeNOBaHMN Haubolee 4acTo cOOOMANIOCh O TAaKOH HEXKENATeIbHOM
no6ouno# peakuuu (HITP), kak HeperymspHble BlarajauinHble KpoBoTeueHus. HeperysipHeie
KpOBOTeYeHHs HaOoNaach y 50% jKeHIUH, IPUMEHSBIIHX A€30TeCTPEI B BUAE Ta0NETOK 110 75
Mmkr. Tak xak nesorectpen (B OTIMYHME OT APYTHX KOHTPAllCNTHBOB, COAEPXKAIIUX TOJIBKO
IporecTareH) MPUBO/IMT K II0JABJICHHUIO OBYJISIHHM NpakTudecku B 100% ciryyaeB, HeperyspHbIE
KPOBOTEYEHHs MMPH €ro MpHeMe BO3ZHUKAIOT 4alle, YeM IIpH MpHEMEe APYTHX KOHTPALENTHBOB,
coiepKamuxX Tonbko mnporectareH. Y 20-30% >XCHIIMH KPOBOTEYEHHs CTaHOBATCS Ooiee
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YaCTHIMH, B TO BpeMs Kak y apyrux 20% — 6onee peakuMu HITH - HPOKPAIAIOTCS.
MOTYT Halro1aThCs 6osiee MPOJOJKHTEIbHbIE KPOBOTCICHHU.

Ilocie ABYX MecAlleB NpHeMa IpenapaTa MEHCTpPyalbHBIC KPOBOTCUEHMS CTAHOBATCS MCHEC
yacThiMA. JKEHIWHA, NOJyYMBIIAs HEOOXOAMMYIO HH(pOpMAalMIO, B TOM YHCIE B XOIC
KOHCYJILTALMH Bpaya, i BeAylas THEBHHUK MEHCTPYallli, JIydIle afalTHPYETCs K HOBOMY LIHKIIY.
Tlo NaHHBIM KIMHWYECKHX MCCIEJOBAHMI J€30TecTpeNa B BUuje TabIeToK 1o 75 MKT Hanbolee
gacto (>2,5% ciiydaeB) cOOOINAIOCH O TAKHX HEXEJIAaTeNbHBIX PEaKIMAX, KaK yrpeBas Chblllb,
H3MEHEHHs HACTPOEHHs, 0OJNb B MOJIOYHBIX JKEN€3aX, TOLUIHOTA W YBEIMYEHHE MAacChl Tea.
HexenaTtenbHble TOOOYHEIE PEAKIIAH [IEPSUHCIICHB] B TAOIIHIIE HHUXKE.

HexenaTenbHbIE peakuy KiacCu(UIUPOBAHBI II0 4aCTOTE PA3BUTHSA ¥ KJIACCY CUCTEMBI OPTaHOB.
OnpeieNieHne YacTOTHI PAa3BUTHS HEXeNATeNBHbIX peakimit: yacTo (o1 >1/100 xo <1/10), HeyacTo

(ot >1/1 000 g0 <1/100) u peaxo (ot >1/10 000 o <1/1 000).

Kaace cucrembl | YacToTa HexKeNaATeJbHbIX MO00YHBIX PeaKLHH

OpraHos Yacro Heuacro Peako
(MedDRA)* ot >1/100 5o <1/10 ot >1/1 000 xo0 <1/100 | or>1/10 000
o <1/1 000

Nudexnnn U BarunanbHbie
HHBa3HH HH}eKII

[cuxuyeckue M3MeHeHHs HaCTPOEHUS
HapyLICHUS CHuxeHue JTHOH10
Jlenpeccus

Hapymenus co | I'onoBHas 6016
CTOPOHBI ~ HEpPBHOH
CHCTEMBI

Hapymenns co HenepenocuMocTs
CTOPOHBI oprasa KOHTaKTHBIX JIMH3
3peHus

Hapymenns co | TomHoTa PBota
CTOpOHBI
KEJITyJOYHO-
KHIIIEYHOTO TPAaKTa

Hapymenus co | AkHe Anonenus Cpinb,
CTOPOHBI KOXH H KpanuBHULA,
MIOJIKOXKHBIX TKaHeH y370Bartas
SpUTEMA

Hapymenus co | bomu B MOJIOUHBIX | JIucMeHopes,  KUCTa
CTOpPOHBI xKenezaxX, HEpPEryJsipHble | SHYHHKA
pEPOAYKTHBHOM MEHCTpyaJIbHbIe
CHCTEMBI U | KpOBOTEUECHHS, aMEHOPES
MOJIOYHBIX JKEJIE3

Ob61ue YToMiIs1eMoCTh
paccTpoicTBa U
HapyILEHHUs B MECTE
BBEJICHUS

JlaboparopHbie U | YBEIHYCHHE MACCHI TeNla
WHCTPYMEHTAJIbHBIE
JTAHHBIE

*MedDRA 16.1

Bo BpeMs mpreMa Inpenapara JlakTuHeT®-PuxTep MOTYT HaGMIOAATHCS BBIIETICHHUS U3 IPYIHBIX
Kenes. B peakux ciydasx BO3HHMKaeT BHEMarodHas OepeMEHHOCTH (em. pasgen «Mepsl
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IPEIOCTOPOKHOCTHY). KpoMe TOro, BO3MOXHO Pa3BHTHE anrmgggﬂgpg%qxq{}?:_lv"_qrg:fa:_g/ggnv :
060CTpeHHEe  HACIEACTBEHHOIO  AHTHOHEBPOTHYECKOIO  OTeKa (cM.  pasmen  «Mepsl
IPEIOCTOPOKHOCTH ).

NMeroTcs COOOIIEHHS O PAJIE CEPhE3HBIX HEXXENATENbHBIX PEaKHi y KEHIIMH, TPHHAMAIOLINX
KOMOHHHpPOBaHHBIE NIEPOPATbHbIE KOHTPAIENTHBbI, B TOM HHCIIE O BEHO3HBIX W apTePHAIBHBIX
TpoM60IMOONIHAX, TOPMOHO3aBHCHMBIX OMyXOJIAX (HAIPHMED, OIyXOJH NMEYCHH, paK MOJIOYHOH
Jenesbl) M XJoasme. HeKoTOphle peakuud MOAPOGHO paccMOTpeHsl B pasaene «Mepsr
TPEAOCTOPOIKHOCTHY.

IIpopbIBHEIE KPOBOTEUEHHS UM KOHTPALENITHBHAA HedP(DEKTUBHOCTD MOTYT OBITH Pe3yIbTaTOM
B3aUMOJICHCTBAM [APYTMX TNpenapaToB (MHOYKTOPOB MHKPOCOMATBHBIX ()EPMEHTOB) C
KOHTpAIENTHBHBIMA TOPMOHAJLHBIMY IIpenapaTtamMu (cM. paszen «B3auMoaeHcTBHE ¢ APYyTHMH
JIEKAPCTBEHHBIMU CPEICTBAMKY).

Coob11ieHre 0 MoI03peBaeMBIX HEOIArONPUATHBIX PEAKIMAX
B mepros MoCTMApKETHHIOBBIX HAGIIO/IEHHiA BaxHa o6as uHpopmanus o Bo3MoxHbix HITP,

IIOCKONBEKY 3TH COOOINEHMs IIOMOTaloT MOCTOSHHO OTCIEXHBaTh 0GE30MacHOCTh MNpemapara.
CotpyaHuKH cepbl 3paBOOXpaHeH s 00513aHBI cOOGIIATE 0 JIF0OBIX ofo3peHnax Ha HIIP yepes
CHCTEMY II€peayn COOOLICHHIA, HCIIONB3yeMYIO Ha TEPPUTOPUH JaHHOTO rOCy 1apcTBa.

Ilepeno3supoBka

Coo0I1IeHH# 0 CEpPbe3HBIX MOCIEACTBUAX IIEPENO3UPOBKH HE ITOCTYIIANO.

CHUMIOTOMBI: MOTYT HaOMIOAAThCS TOLIHOTA, PBOTA, & Y MOJOMBIX JEBYLIEK — HEOOHJIBHOE
KpOBOTEUYCHHE U3 BJIarajIuiia.

JleueHue: aHTHAOTOB HE CYIIECTBYET. PekoMeHyeTcs IIPOBOAUTH CUMIITOMATHYECKOE JICUCHHUE.

BsauMoeiicTBHE ¢ APYTHEMH JIEKAPCTBEHHBIMH CpeCcTBaMH

Bzaumooeticmeus

[IpuMeyanue: Ui BBIABICHHS BO3MOXHBIX B3aMMOJECHCTBHH CIIEAYeT O3HAKOMHTBCS C
HUHCTPYKITHEH 10 MPUMEHEHHIO COIY TCTBYIOIIUX JIEKAPCTBEHHBIX CPEJICTB.

Brusinue Opyeux 1eKapcmeennblx npenapamos na npenapam Jlaxmunem®-Puxmep

MoxeT pa3BHBATBCS B3aUMOJCHCTBHE C JIEKAPCTBEHHBIMH IIpenapaTaMi, HHIYUHPYOUMMH
MHKPOCOMaJIbHBIE (DEPMEHTHI IIEYSHH, YTO B CBOIO OYEpEIb MOXKET INPUBOJMTE K YBEIHYCHHIO
KIAPEHCa IIOJIOBBIX TOPMOHOB M Pa3BHTHIO  «IPOPBIBHOTO»  KPOBOTEYEHHA  H/HIIM
HECOCTOSATEILHOCTH KOHTPAlENTHBHOTO 3 deKTa.

Taxmuxka

Wuaykuus pepMeHTOB MOXKET HabIFOaThCs YKe depe3 HeCKONIbKO AHEH npruema. MakcuMabHas
UHIYKIHs (EPMEHTOB MEYEHH OOBIYHO OTMEYAETCS B TEUEHHE HECKOJIBKHMX Henenb. [locie
[IPEKpAIIECHUS JICYSHHs MpernapaToM, WHAYKIUS (EepMEHTOB MOXET COXPAHATBCA B TEYEHHE
IIPUMEPHO 4 HEIEeb.

Kpamxocpounoe neuenue

XeHIMH, NONydYalOIMUX TEPAlHIO INpemnapaTaMd, HHIYIUPYIOUMMH (EepMEHTHYIO CHCTEMY
IeYeHH WK (QUTOTEpAIHUIO, ClEAyeT IMPOMHGOOPMHUPOBATH O BO3MOXKHOM CHIDKCHHH 3¢ deKTa
npenapara Jlakruaer®-Puxtep. Hapsny ¢ npumenenuem npenapata JlakTuaer®-Puxtep crnemyer
HCIOJIb30BaTh OapbepHBIi METOJA KOHTpaleNnuuu. bapbepHBI METOI KOHTPALENLHH CIEAYET
TIPUMEHSTH B TEUCHUE BCETO Kypca Tepalny JaHHbIMHU NIpeliapaTaMy, a TakxKe B TedeHue 28 nueit
HOCTIE MPEKPAICHHS JICYCHHUS.

Lonzocpounoe nevenue

XKeHmuHam, TONyYalOUMM  JIMTEIBHYIO TEpalMIo  IpenapaTaMd, HHAYLHUPYHOIHNMA
(GEPMEHTHYIO CUCTEMY TIEUEHH, CIICAYET PacCMOTPETh aJIbTCPHATHBHBIA METO]| KOHTPALCTIINH Ha
KOTOPBIN HE UMEIOT BIIMSHUS [IpenapaThl, HHAyLUpYyomue GepMEHTHYIO CUCTEMY HEYCHH.




npenapamos (cruicenue 3¢hexmugnocmu 3a cuem uHOYKYuu MUKDOCOMATHBIX q‘bepmenmoe)
Bapbutypartsl, 603eHTaH, KapbaMa3enuH, GEHUTOHH, TIPHMHJIOH, pudamMnuiyy, 3QaBUPEH3 H,
BO3MOHO Takke (enbamar, rpu3eodyIbBHH, OKCKapOasemuH, TONHpamar, pudabyTun H
TIpenaparthl, COepXallye 38epoboil pobIpsBIeHHbIH (Hypericum perforatum).

Cybecmanyuy, oxasviearouue eapuabenvbuvili  3@dexkm HA__KIUPeHC KOHMPAyenmusHblx
20DMOHANILHLLX NPenapamos

IIpH 0ZIHOBPEMEHHOM Ha3HaYEeHHHU C KOHTPAUENITUBHBIMA TOPMOHATIbHBIMY NIpETapaTaMi MHOTHE
KOMOMHAMK HHrHOMTOpOB mpoTeassl BUY  (Hampumep, pPHTOHaBHp, HelduHABAD) M
HEHYKJICO3UIHBIX HMHIHOMTOPOB OOpaTHON TpPAaHCKPUINITa3hl (HAlpHMep, HEBHpANlUH) W/WIA
KOMOWHAIIWH, HpUMeHseMble Ui Jiedends BupycHoro rematuta C (HCV) (nmanpumep,
GOLIENPEBUD, TEIANPEBUP) MOTYT YBEIMYMBATh HJIH YMEHBIIATh KOHLCHTPAIHIO IPOr€CTHHOB B
miasMe KpoBH. DGdEKT JaHHBIX W3MEHEHHH MOXET OBITh B HEKOTOPHIX CIy4asX KIMHHYCCKH
3HAYHMBIM.

[TosTOMYy, ISl BBISABJIEHHS BO3MOXKHBIX JIEKAPCTBEHHBIX B3aUMOJCHCTBUM M CBS3aHHBIX C 3THM
PeKOMEH/IAIHH, ClieLyeT IPOBOAUTE aHAIN3 MHGOPMALIHH, IPE/ICTABICHHOH B IpeINMCHIBAIOIICH
uHGOPMALMM  CONYTCTBYIOIIMX IIPENapaToB, INpeAHa3HAYeHHBIX i Jedenus BHY-
nHdexuun/renatuta C. B ciayyae moGbIX COMHEHH JXCHIIMHAM, IIOTYYaIONMM HHTMOUTODHI
NpOTEa3bl MIIH HEHYKJICO3UAHBIE HHTHOUTOPBI 0OpPaTHOM TPAHCKPHUIITa3bl, CJIEAY€ET HCIOJIB30BaTh
JIOIIOJIHUTENHBIN OaphepHBIA METO KOHTpAICLIUH.

Cybcmanyuu, npugoosujue K CHUMNCEHUI0 KIUpPeHca KOHMPAYenmueHblx 20PMOHAIbHbLX
npenapamos (UH2UOGUMOPbL MUKPOCOMANbHLIX (hepmenmos)

CoBMeCTHOE IPHMEHEHHE C MOIIHEIMH (HaIlPUMeP, KETOKOHA30JI, HTPAKOHA30J, KITAPHTPOMHMIIAH)
WIH yMepeHHBIMH (HampuMep, (UIyKOHA30l, IWITHA3eM, SPUTPOMHIHMH) HHTHOMTOpAMH
depmentHo# crucrembl CYP3A4 MoXeT MOBBICHTH KOHIEHTPALMIO IIPOTCCTHHOB B CHIBOPOTKE
KPOBH, BKJTIOYAs ITOHOTECTPE], aKTHBHEIM METabOJIUT JIe30recTpea.

Dppexmur npenapama Jlakmunem®-Puxmep na opyeue iexapcmeenible npenapantvl
TopMOHAJIbHBIE KOHTPAIENTHBEI MOTYT BIHATh Ha MeTaboNu3M [pPYyIruX JIEKapCTBEHHBIX
npenapatoB. COOTBETCTBEHHO, KOHIIEHTpALUA MX JACHCTBYIOIIUX BELIECTB B IUIa3ME KPOBU H
TKaHAX MOXET BO3pacTaTh (HAmpuMep, LUKIOCIOPHH) MM CHHXAThCs  (HAIpUMED,
JIAMOTPHJIKUH).

Jlabopamopuvie uccredosanus

ITokazano, uro Ha (oHe npumenenus KOK MoOryr H3MEHATBCS pe3ynbraThl HEKOTOPBIX
na0opaTOpHBIX IOKa3areliel, BKIOYas OHOXUMHYECKHE TIOKasaTeld (YHKIMHM IICUYEHH,
IIATOBHAHOM JKEJIE€3bl, HAAMOYEYHHKOB M IOYEK; KOHLEHTPAUH TPAHCIOPTHBIX OEIKOB B
CBEIBOPOTKE KPOBH (HAmpumep, riio0yIuH, cesa3piBaromumii mooebie ropMoHs! (I'CIID)), gpaxiun
JIMIHOOB/TATIOTIPOTEMHOB,  MOKA3aTeJId  yIJEBOJHOIO OOMEHa, a Takke I[OKa3aTesH
CBEPTHIBAEMOCTH KpoBH U ¢pubpuHOomM3a. Kak mpaBuiio, 3TH moKa3aTesld HE BBIXOIAT 3a IIPEIEEI
HOPMA&IBHBIX 3HAYCHUH. TOUHBIX JAHHBIX JUISl K MUHHU-IIHIN» HE MOJIy4YEHO.

MepbI nIpexocTOpoKHOCTH

[Ipu HaMM9KK KaKoro-T100 U3 HIKETIEPEUHCIEHHBIX 3a001eBaHIH/PaKTOPOB pHCKa HEOOXOAMMO
IPOBECTH WHIMBUIYAJbHYIO OLIEHKY COOTHOHICHHA TIOJIb3bl OT TIPHMEHEHUS IpenapaTa
JlaxTuHeT®-PUXTEP U BO3MOXHBIX PHCKOB U 00CYIMTH PE3yIbTAThI C XXEHIMHOM 0 TOTO, KaK OHa
pEeIIMT Ha4aTh TPHEM Mpenapara. B cilydae MOABICHMS, yCHJICHHS WM OOOCTPEHHS ITHX
COCTOSHMI KEHIIMHE CIeTyeT OOPATUThC K Bpady, KOTOPBIH PEIIHT BOIPOC O HEOOXOAMMOCTH
OTMEHBI IIpenapara.
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B menoM, ¢ BO3PAcCTOM DHCK Pa3BHTHS paKa MOJIOYHOH KEIEIBI BO3PACTACT: ~ Y- IKCHITH;
IPUHAMAIOIIUAX KOMGHHEPOBAHHEIE MEPOPaTbHBIC KOHTPALENTHBEL, HE3HAYHTE/IBHO IIOBBIIICH
PHCK pa3sBHTHs paka MOJIOYHOH JKene3sl. B TeueHue 10 ner mociae ormensl KOK puck
BO3HUKHOBEHHSI Paka MOJIOYHOH dKelle3bl LOCTENEHHO CHEDKAeTCs. JTOT PHCK CBA3aH HE C
JuTMTeNbHOCTHIO rpuMerenns KOK, a ¢ BO3pacToM XeHIMHBI, IPHHAMAIOMICH KOK.

B Tabiuie HUXKE MPEACTABICHO IPEAIONaraéMoe YiCiIo CIy4acB paka Cpeau 10 000 >xeHmMH,
ucnoissyromux KOK (Bmiots 10 10 ner mocne mpekpaiieHus npaema KOK), no cpaBHEHHIO C
TeMu, KTo He ucrons3osal KOK B Teuenue Toro xe neproaa BpeMeHH. [laHHBIC paCCUHTAHBI U
IIPECTABIICHBI II0 BO3PACTHBIM IPYIINAM.

B 2 W

Bospacraas rpynna | Oxkumaemoe yucao | OxkngaeMoe  4YHCIO
ciIydaen ciIy4aeB
JAMATHOCTHPOBAHHA PAaKa | JHATHOCTHPOBAHHSA
cpean JKEHIHH, | pAKa CpeAH KeHINHH,
ucnosb3yomux KOK He  HCHOJb3YHIIHX

KOK

16—-19 net 4,5 4

20-24 rona 17,5 16

25-29 ner 48,7 44

30-34 rona 110 100

35-39 ner 180 160

40—44 rona 260 230

YacToTa CIydaeB paka MOJIOYHOH jkele3sl Ha (OHE NpueMa KOHTPAIENTHBOB, COAEPXKAIIUX
TOJNBKO TIporecTared (TakuX Kak Ipemapar JlakTuher®-Puxrep), ckopee BCEro, COOTBETCTBYET
takoBoi y sxeHmuH, npuHuMarommx KOK. OpHako naHHbBle UIS «MHHH-TIIA» HE CTOJb
0JHO3HA4HBL. [IOBHIIIEHHEIM PHUCK PA3BHUTHS paka MOJOYHOH )Keje3bl, CBA3aHHBIM C IPHCMOM
KOK, Huxe, 4yeM PHCK pa3BUTHS paka MOJIOYHOH >Kele3bl B TEUECHHE XM3HHM. Y >KCHIIHUH,
npurumaromux KOK, pak 00BMHO [HarHOCTHPYETCs Ha OoJiee paHHEH CTa/liM, YeM Y TeX, KTO He
ucrions3yer KOK. INoBelneHHBIH prcK y skeHumH, nprHAMaomX KOK, Moxer 00BACHAThCS
Gonee paHHEH IMATHOCTHKOM, OHONOrMYECKHM JEHCTBHEM TableTOK MM KoMOHHanueH oboux
(akTopoB.

ITockoNbKY HENb3sd HMCKIIOYMTh HETaTHBHBIH 3QQeKT mporecrareHa Ha JHHAMHUKY
3JI0KQUYECTBEHHBIX 00pa30BaHM NMEYEHH, NMPH HATMYMH TaKMX IOPAKCHHM CIIEAYET OLECHHBATH
COOTHOIIIEHHE II0JIB3a/PUCK» AJIA MpenapaTa B MHAUBHY aJIbHOM IODPSJIKE.

IIpu ocTpOM HMIH XPOHHYECKOM HapyIIeHUH (HYHKIUH IEYECHH XXCHINUHY CIIENyeT HallpaBUTh Ha
o0clieIoBaHUE U KOHCYJIBTALIUIO CIIEIUAINCTA.

[To mamHBIM 3mHAeMHOIOTHYeCKHX uccienoBanuii npuMeHeHne KOK cBA3aHO ¢ MOBBIIEHHOH
JaCcTOTON pa3BUTHA BeHO3HOU TpoMOoaMOommu (BTD, TpomO03 riiyOOKHX BE€H M JIETOYHAS
TpoMO03MO0IHs). XOTS KIMHUYECKOE 3HAYEHHE 3THUX CBEACHHHM B OTHOIIEHHH JE30recTperna,
UCTIONB3YEMOr0 B KOHTpaLENTHBaX 0€3 3CTPOr€HHOTr0 KOMIIOHEHTA, HEU3BECTHO, B CIIydyae
pasBuTHs TpoMOo3a mpHeM mpenapara JlaktuHeT®-PuxTep HeoOXx0auMo mpekpatuTh. Ciemyer
PaccMOTpEeTh OTKa3 OT IpUMeHeHMs Ipemaparta JlaktuHer®-Puxtep B ciiyyae IIUTeTbHOM
UMMOOHIIM3aUH B CBS3H C XUPYPTrUUECKOH onepaiueil uim 601e3Hbk0.

[Ipu TpoMOOIMOOIUYECKNX OCJOXKHEHUSX B aHaMHE3€ CIEAYET IPEAyNpPEIUTh XXCHIUHHY O
BO3MOXKHEIX PeIMuBax 3a0oieBaHus Ha GOHe MpUueMa Ipenapara.

JlenpecCUBHOE HACTPOCHHE W AEMPECCHs SBJIAIOTCS W3BECTHOM HEXKENATEIBHON peakuued mpu
TIpEMEHEHHH TOPMOHAIBHBIX KOHTpaenTuBoB (cM. paszen «Ilobounoe neficteuer). Henpeccus
MOXXET OBITh CEpPhE3HBIM pacCTPOMCTBOM H  SBIAETCS M3BECTHBIM (DakTOpOM pHCKa
CYHIHATEHOTO IOBEEHUS U CyHIu/Ia. JKeHIuHaM clielyeT OCOBETOBaTh OOPATUTHCS K CBOEMY
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Bpady B CJIydac MOSBICHUS U3MEHEHHH HACTPOCHU U JeTIPECCHBHELX. CHMITOMAE, B.TOM. qncnei

BCKOpE IIOCJIe Hagyana JICYCHHUS.

XOTS mporecTareHsl MOTYT H3MEHATh PE3HCTEHTHOCTh TKaHEH K HHCYJIMHY M TOJICPAHTHOCTD K
[TIOKO3e, B HACTOSAMee BPEMS OTCYTCTBYIOT KaKhe-THOO JO0Ka3aTeNbCTBa HEOOXOAMMOCTH
M3MEHEHHS pPeXXMMa TEPAIIUHM IIPH CaXxapHOM JuabeTe H IpUEME «MUHU-MHIN». OHAKO B TCUCHHE
IIEPBOTO MecAla IpuMeHeHns mpenapara JlakTiHeT®-PuxTep 1MoKa3aH TIIATENbHBIA KOHTPONIb
YPOBHS caxapa B KpOBH.

IIpu pasBUTHH ycTOMYMBON MM pedpakTepHOI apTepHanbHOH TMIEPTEH3WH Ha (oHEe IpHeMa
npenapara JlaktuseT®-PuxTep npenapaTr OTMEHSIOT.

Ilpuem mnpenapara Jlaktuner®-PuxTep BefeT K CHH)KCHHIO KOHIIEHTpAlMM 3CTpajxosa B
CBIBOPOTKE KPOBH JIO YPOBHS, COOTBETCTBYIOLIETO paHHeH (ommukynsapHor ¢ase. [lo cux mop
HEHM3BECTHO, OKA3bIBAET JIM 3TO KIMHHUYECKH 3HAYUMBIH 3(pQPEKT Ha MHHEPAIbHYIO IUIOTHOCTD
KOCTHOH TKaHH.

KoHTpalienTuBbl, COAepKallne TOIBKO MPOTECTareH, 3allUIIAI0T OT BHEMAaTOYHOM OEpEMEHHOCTH
MmeHee 3(PEKTHBHO, YeM KOMOHHHPOBAHHEIE MEepOpAIbHBIE KOHTPALENTUBEL. JTO OOBACHAETCSA
TEM, YTO [IPH IPHMEHEHHUH KOHTPALIEITHBOB, COAEPKAIIUX TOJIBKO IIPOreCTareH, JOBOJILHO YacTo
TIIPOMCXOIHUT OByJsAIHs. HecMoTps Ha ToT pakT, uto npenapar Jlaktuner®-Puxrep 30 dexTuBHO
II0/IaBJISET OBYJIALMIO, IIPH MPOBEICHUH T depeHIHaNbHOM qUarHOCTHKA aMEHOPEU Wk 60mM
B )KHBOTE CJIE€AYET YYHTHIBATH BO3MOXHOCTh HACTYIUICHHS BHEMATOYHOH O€peMEHHOCTH.

B peaxux ciydasx BO3MOXXHO IOSBJICHHE XJIOA3MBI, OCOOEHHO €CIIH 3TO COCTOSHHE BO3HHKAIIO
panee (Bo BpeMs OepeMeHHOCTH). JKeHIMMHaM, IPEApAcIONOXKEHHBIM K XJIOa3Me, BO BpeMs
npuema npenapara JlakTuHeT®-PuxTep ciemyer usberarh mpeObIBaHHMs Ha COJHLIC, a TaKXKe
BO3ICHCTBUSA YIbTPadUOJIETOBOTO U3y USHHS.

Bo Bpems GepeMEHHOCTH WM IPUMCHCHHUS IIOJIOBBIX TOPMOHOB OBUIH 3aperMCTPHPOBAHBI
crneaymoomye 3a0ojieBaHHs, CBS3b KOTOPBIX C INPHMEHEHHEM IPOTeCTarcHOB HE YCTAaHOBJIEHA:
XKENTyXa W/uid 3y Ha GoHe XoiecTa3a; 00pa3oBaHHE KaMHEH B JKETYHOM ITy3bIpe; NOpOHpPHS;
CHCTEMHAs KpacHas BOJIYaHKA, FeMOJUTHKO-YpeMUUYeckuii cHHApoM; xopes CuieHrama; repuec
OepeMEHHBIX; MOTEPS ClIyXa, CBA3aHHAA C OTOCKJIEPO30M; AHTHMOHEBPOTHYECKHUHA OTEK, B TOM
YHCJIe HACJIeICTBEHHBIH.

Konrpanentusras 3¢¢dektusHOCTE npenapara Jlaktuaer®-PuxTep MoXeT ObITh CHHKECHA B
cJIydae mpoirycka Tabnetku (cM. pasaen « Crmocod npUMeHEHHS B J036D»), KelLy J0YHO-KAIICYHbIX
pacctpoiictB (cM. paszgen «Crnoco6 HMpUMeHeHHs W HO3bI»), WIH COMYTCTBYIOIIETO IIPHEMa
JIEKapCTBEHHBIX IPENapaToB, CHIDKAIOMAX KOHIEHTPALMIO STOHOTECTpena B IJIa3Me KPOBH,
aKTHBHOTO MeTabonuTa Je3orectpena (cM. pazgen «B3aumopneiicTBue ¢ Apyrumu
JIEKApCTBEHHBIMH CPEICTBAME).

IIpenapar JlakTuneT®-PuxTep, TabAeTKHU, IOKPHITHIE IEHOYHOMH 060109KOH, conepx ut 52,34 Mr
JIAKTO36I B BUIE JIAKTO3BI MOHOTH/IpaTa. [ lanueHTaM ¢ peIKMMH HACJIeCTBEHHBIMH Hapy IIEHUSIMU
B BHJE HENEPEHOCHMOCTH TaJlaKTO3bl, IIOJHOM JIaKTa3HOW HEIOCTATOYHOCTH WM CHHApPOMA
MasibabcopOIMH TIIOKO3BI M TAJIAKTO36I HE ClIeAyeT MPUHAMATE 3TOT IIpernapar.

BiusaHHe Ha cHOCOOHOCTH K YNPABJICHHI0 TPAHCIOPTHHIMH CpeACTBAMH H Ha paboTty ¢
MeXaHH3MaMH

JlezorecTpen He OKa3bIBaET WM OKA3bIBACT HE3HAUUTEIIFHOE BIIMSHHIE Ha CIOCOOHOCTD yIIPaBIATh
TPaHCIIOPTHBIMHU CPEJCTBAMH U PabOTy C MEXaHU3MaMH.

YnakoBka

28 TabJieTOK, IOKPBITHIX IUICHO4HO#H 06010uKoii, B 6muctepe u3 [IBX/IIBJIX-nienku u Gonbru
ATIOMUHHUEBOM.

Kaxaplii 6;1ucTep IOMEIIEH B ITAMHHAPOBAHHBIH ITaKeT U3 aTFOMUHHEBOH QOIBIH.

1 wu 3 OnucTepa B KAPTOHHOM KOPOOKe € IIPHIIOKEHHOM HHCTPYKIMEH 10 IPUMEHEHHIO.

B KapTOHHY0 KOpOOKY BIOXXSH KapTOHHBIN IUIOCKUH Gy Tisp JUls XpaHEeHHs OnucTepa.
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YciaoBus XpaHeHHs
JlexapcTBEHHOE CPEACTBO HE TPeOyeT CHENUAIBHBIX TEMIIEPATYPHBIX YCIIOBHM XpaHEHUS.
XpaHUTH B OPUTHHAIBLHOMN YIIAKOBKE JIJIS 3AIIUTEI OT BO3ACHCTBHS-CBCTA. M. BIALH

{ :

XpaHUTH B HEJOCTYIIHOM JUIA JIETEH MECTE. LY ACOY

3

Est

Cpox rogHocTH J

3 rona. f s
He nprMeHSTH MOCiIe HCTEYEHHUs CPOKa FOJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.
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AN S N T e A,

YcaoBus oTnmycka
Ilo peuenry.

Hudopmanus o0 NIpoH3BOAHTENE
OAO «I'eneon Puxtep»
1103 Bynanewr, yn. Jiégmpén, 19-21, Berrpus

Komnanusi, npeacTaB/siomasi HHTepechl NPOH3BOAUTEISA H 3aABHTEJIA
OAO «I'emeon Puxtep»
1103 Bynanemr, yi. Iémpén, 19-21, Benrpus

Tenedon ropsueii tuann (3BOHOK Oeciunarthblif): 7-800-555-00777
DnexTpoHHbIH aapec: drugsafety@g-richter.ru
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