HO PS5
COTJACOBRB
8§57 5 - ZD 1 7 MUHUCTEPCTBOM SZIPAf%()})IE(II"S\)}IEHMH

PECNIVBIUKH BEJIAPYCEH
Hpukas Musuereperna 3APABOOXPAHHILSA
Pecny6nuky Henapycr

WUHCTPYKLUS or i o L, b 20
Mo MEIUITHHCKOMY ‘npnmeneﬂmo JIeKapCTBeHHOFO CpeZICTBa

Toprosoe Ha3zBanue npenapara: JUMHA® (DIMIA®)

MesxayHapoaHoe HenmaTeHToBaHHOe Haspanue (MHH):
ApocnHpeHoH / sTunmisctpaauon (drospirenone / ethinylestradiol)

®opMa BeIycKa: TaOJIETKH, HOKPHITHIEC INIEHOYHOH 00010UKOM

Cocras
Kaxmas TabneTka COAepIKuT:
Heiicmeytowue éengecmea: IpOCTIUPEHOH — 3-MT,

stuHIICTpaauon — 0,02 mr.
BcnomozamensHble eewjecmea: JaKTO3bI MOHOTHIpPAT, KpaXMayl KyKypy3HBIH, Kpaxmai
KYKYPY3HBIH Mpe)XEIaTHHH3UPOBAaHHBIN, MaKporoja W IOJHMBHHHUIOBOIO CIIMPTAa COMOJIHMED,
MarHus creapar.
Inenoynas obonouxa (Onadpaii Il Genvitr): cMpT MONTMBHHIUIOBBIA, THTaHa auokcun (E171),
Makporoi 3350, Tanbk, JIEUTHH (COEBBIi). ' -

Kaxxnas Tabnerka miamne6o CoIep>KUT:

Bcnomozamenvnsle eemecmeaq: NELTION03a MHKPOKPHCTA/UIMYECKas, JlakTo3a Oe3BOjHAal,
KpaxMal KyKypy3HBIH IpeXeIaTHHU3MPOBAHHBIM, MarHMs CTeapar, KpeMHHS [HOKCHA
KOJUTOMIHBIN O€3BO/IHBIMH. R -

IInenounas obonoyxa (Onadpaii I 3enenviii): COIMPT MOJUBHHUIOBEIN, THTaHa quokcun (E171),
makporosn 3350, TalpK, WHAMrOKapMHUH amoMUHHEBHIH Jak (E132), XMHOIMHOBBIH JKEITHIA
amomuueBeii nak (E104), xeme3a okcup depHblii (E172), conHEYHBIM 3aKaT >KENTHIA
amoMuHueBbI 1ak (E110).

Onucanne

JUjist TabNETOK JPOCIHPEHOH / STHHHIISCTPAZIHOI:

benble win moutu Oenble, KpPYyrjble, - ABOSKOBHIMYKJIbIC TAaONETKH, IOKPBITHIE IJIEHOYHOM
000JI04KO#, JMaMETPOM OKOJIO 6 MM; Ha OJHOU CTOpOHE TabIeTKu nMeeTcs rpaBuposka “G73”.
Ins Tabnerok rwiane6o:

3eneHrle, KpyTJible, TBOSIKOBBITYKIIBIE Ta0IETKH, ITOKPHITHIE INIEHOYHOH 000JI0YKOH,

JUaMeTP — OKOJIO 6 MM.

®dapmakoTepaneBTHYECKAs IPyINA:
[TonoBbIe TOPMOHBI W MOIYJATOPHl IOJIOBOH CHCTEMBI, IPOreCTareéHbl H 3CTPOTEHBI,

¢bUKCHpOBaHHBIE KOMOMHALIMH
Kon ATX: GO3AAI12

(Dapmalco.uornqecmle cBoOiicTBA

Dapmakoounamuxa -

[Tpemapar [lumMua — 3T0 KOMOMHHpPOBaHHBIH NEpPOpabHBIA KOHTpPALENTHUB, COJAEpXKallMi
STHHHUIIICTPAAHNOI B IIPOreCTarcH ApoCItHpCHOH.

Unpnexc Ilepns, Boipaxarommii HeaddextuBHOcTs MeToga: 0,41 (Bepxmuii mpenen
AByXCTOpoHHero 95%  moBepurenbHoro wuHrepBama: 0,85). O6muit wmHmekc [lepi
(HeaddexTHBHOCTH METOMA IUTIOC Heyada nanueHTkH): 0,80 (BepxHuii peaen AByXCTOPOHHETO
95% noBeputenpHOro uHTEpBaa: 1,30).
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JIaHHBIE 0 KOHTpALENTHBHOMN 5 (deKTHBHOCTH NpenapaTa J[uMia OCHOBaHBI HA B3aNMOJEHCTBHH
pasIMYHBIX (paKTOpoB, HaHOONEe BAXHBIMH M3 KOTOPBIX SBJIAIOTCS IOJABICHHE OBYIALHH H
U3MEHEHHS SHIOMETPUSL.

CornacHo pe3yJibTaTaM HCCIICIOBaHHS MOJAaBJICHHS OBYJIALMHA B TEYEHHE 3 MKIOB, B IIpolecce
KOTOPOrO CpaBHMBaIH 24-7IHeBHbIH ¥ 21-AHEBHBIH pEXHMMBI IpHEMa APOCIHPEHOHA
3 mr/atuEmBeTpagdona 0,02 mr, mpd 24-IHEBHOM peXHMe HaOmonanock 6ojiee BBIpaXeHHOE
nofiasjieHye pocta GoyumKyaoB. [lociie yMBIIUIEHHO JOMYLIEHHBIX OIMMOOK B J03MPOBAaHHH Ha
3Tale TPETHETO IUKJIA JIeYeH s y GOJbINeH 4acTH JKCHIHH, IOJy4aBIIMX mpenapar 21 aeHs, 1o
CPaBHEHHIO C TPYIIION, Moy4aBineil nmpenapar 24 xHs, Habmoaanach aKTUBHOCTH SAMYHHUKOB,
BKIIouas oByysanuio. Y 91,8 % >xkeHIIMH, HOJIy4YaBIIMX IpenapaT B 24-IHEBHOM pEXHME,
aKTHBHOCTh SIMYHHKOB BO3BpalajiaCh K HAa4YaJbHOMY YPOBHIO, IIPEALICCTBYIOLIEMY Hayaly
TEepaluy, B TEYEHHE IIUKJIA I10CIIE OKOHYAHUS TE€paIiH.

IIporecTareH ApoCIUPEHOH, COJICPKAIMUICS B ITpenapare JJuMua, B TepaneBTHUECKOH 103€ TaKKe
obllaaeT aHTHaHIPOTCHHOM ¥ C1aboif aHTHMUHEPATOKOPTUKOUIHONW aKTUBHOCTBIO. OH JIMIIEH
KaKOM-TH00 3CTPOTreHHOM, TTIIOKOKOPTHKOUAHON U aHTHUIITIOKOKOPTAKOUIHOM aKTUBHOCTH. OTH
CBOMCTBA HAJCIAIOT APOCIHUPEHOH (PapMaKoJIOTHUECKHM TpoQuieM, KpaiHE CXOXHM C
npoduieM HaTypaJbHOIO FOPMOHA MIPOTECTEPOHA.

B KIMHMYECKHX WCCIEHOBAaHHUSX TMOJNyYeHbI MAaHHBIE, YKa3blBalOIIME HAa TO, 4TO clabble
AHTUMHUHCPAJIOKOPTHKOUIHEIC CBOMCTBA JAPOCIHPEHOHA/THHWIACTPAOHONIa IMPUBOIAT K
JOCTHXEHUIO CJ1ab0T0 aHTHMHHEPAJIOKOPTHKOUAHOTO dddekTa.

C nenbio oneHKH 3¢ GEeKTUBHOCTH W 0€30IaCHOCTH NMPUMEHEHHS KOMOMHAIMH JPOCIHPEHOHA H
STHHWIACTPAANONA Y JKEHINUH C OOBIKHOBEHHBIMH YIPAMH CpEIHEH CTENeHH TSKECTH OBLIO
IPOBEJCHO JIBA MHOTOICHTPOBEIX, JBOMHBIX CJEMBIX, pPaHJIOMH3UPOBaHHBIX, ILIANe00
KOHTPOJIPYEMBIX HCCIIEOBAHUS.

ITo mpomiecTBHM INECTH MeECAICB pe3yJbTaThl IOKa3aiM, YTO IO CPaBHEHHIO ¢ IUTanedo,
KOMOWHAIMS APOCIIMPEHOHA H STHHIIICTPAIUOIA Aajla CTATUCTHYSCKH 3HAYUMOE YMEHBIICHUE
yyciia o4aroB BocnajieHus Ha 15,6% (49,3% no cpasHenuto ¢ 33,7%), unciia HEBOCIAIUTEIbHBIX
oyaroB Ha 18,5% (40,6% o cpaBHeHuIO ¢ 22,1%) 1 ob1ero yucna oyaroB Ha 16,5% (44,6% mo
cpaBaeHHIO ¢ 28,1%). Ilomumo storo, y 3HauutensHo OGonbuiei momm ydactaun (18,6% mo
cpaBHEeHHIO ¢ 6,8%, paznuna 11,8%) HaOmomamuce pe3yibTaThl «YHUCTO» H «IIOYTH YHUCTO» B
cooTBeTcTBUH cO0 [1Ikanoit o6mel cTaTuueckoit OIEHKHU 10 MHEHHIO UCCIIEA0BATENS.

Dapmaxoxunemuxa
Jpocnupenon -

BcacpiBanue

IToce mpueMa BHYTPH JPOCHHMPEHOH BCachIBaeTCs OBICTPO M MOYTH MOJIHOCTHIO. MakcHMaisHas
KOHIIEHTpaIKs JEHCTBYIOMIET0 BEIECTBA B CHIBOPOTKE KPOBH COCTABJISET 38 HI/MIT M JOCTHTaeTCS
yepe3 1-2 d4aca mocne OJHOKPAaTHOrO mpueMa. BHOTOCTYmHOCTH coctaBiser 76-85%.
OnHOBpEeMEHHBIH NpHeM NUINY He BIUIET Ha OHONOCTYITHOCTh APOCIIHPEHOHA.

Pacnipenenenue

Ilepyon monyBHIBEEHUS APOCHUPEHOHA C COOTBETCTBYIOINMM CHHXKEHHEM €ro YpOBHS B
CHIBOPOTKE KPOBH IIOCJIE IIpUeMa BHYTphH cocTaBisgeT 31 dac. JIpoCIIMPEHOH CBA3BIBACTCS C
aTbOYMHHOM CHIBOPOTKH KPOBH M HE CBS3BIBACTCA C IJIOOYJIMHOM, CBSI3BIBAIOLIMM I1OJIOBBIC
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ropmonsl (I'CIIT), umm KopTukocTepon-ces3bBatomuM rnodymsoM (KI'C). Tonsko 3-5% ot
001Iell KOHIIEHTpAlMH AeHCTBYIONIEr0 BEMECTBA B CHIBOPOTKE KPOBH IPUXOAMTCA HA TOPMOH B
cBoGomHoM (opme. VHaymupoBanHoe STHHHUIdCTpanuonoM noseiuenue I'CIII He BiausAeT Ha
CBS3bIBAaHHE POCIHPEHOHA C O€JKaMH CHIBOPOTKM KpoBH. CpemHuii kaxymmics o0beM
pacnpezielleHus APOCIUPEeHOHa cocTapiseT 3,7 + 1,2 ji/kr.

MeTtabonausm

ITocne mpuema BHYTph APOCIHPEHOH IIOBEPraeTcs HHTEHCHBHOMY MeTabommu3My. OCHOBHBIMH
MeTaboINTaMM, INPUCYTCTBYIOIIMMH B IUIa3Me KpPOBH, SBISIIOTCA KHCIOTHas Qopma
JPOCIIMPEHOHA, 00pa3syiolasics B pe3yJIbTaTe PacKpHITHA JIAKTOHHOTO KOJbLa, M 4,5-AHUTHAPO-
ApOCHHpPEeHOH-3-cybdar, nmpu 3ToM 00a Merabonura obpasyrorcs 0€3 BOBJIEYCHHS CHCTEMBI
nuToxpoma P450. B MUHHMAaNBEHOM CTENIEHH APOCIHPEHOH MeTaboIH3UpyeTCcs uToxpoMom P450
3A4, u in vitro IeMOHCTPHPYET BO3MOXHOCTh HHTHOHPOBATh 3TOT (epMEHT M LUTOXpoM P450
1A1, muroxpom P450 2C9 u uutoxpom P450 2C19.

BeiBenieHue
CxopocTh MeTab0JIMYeCcKOro KIMpeHca JPOCIHPEHOHa B CBIBOPOTKE KpoBH cocTaBiser 1,5+0,2

MJI/MHH/KT. B HEM3MEHCHHOM BH/IE APOCIHUPEHOH BBHIBOJUTCS TOJIBKO B CIEJIOBBIX KOJHYECTBAX.
MeTaGouThl APOCIHPEHOHA BBIBOAATCS ¢ KaloM W Modod B cooTHomeHuu 1,2:1,4. Ilepuon
II0JIyBHIBEJEHUS META00IMTOB C MOYOM M KaJIOM COCTaBJIsIeT puMepHO 40 4acoB.

PaBHOBECHOE COCTOSIHUE

Bo BpeMsi 0fHOr0 I[HKJIa JIEYEHHS MaKCUMAaIbHAsI paBHOBECHAsT KOHIIEHTpalUs APOCIHPEHOHA B
CHIBOPOTKE KpoBH (mpuMepHO 70 HI/MII) JocTUraetcs HpHONHU3HTENHFHO dYeped 8 jHEH
npuMeHeHus. KOHIEHTpalnud  IPOCIHUPEHOHAa B  CHIBOPOTKE KPOBH  yBEIMYHBAIOTCH
IpHUOM3UTENBHO B TPH pa3a BCIEACTBHUE CYIIECTBYIOIIEIO COOTHOIIEHHS KOHEYHOIO IEpHOIA
TOJTYBBIBEJICHUS M HCIIOJIb3YEMOT'0 HHTEpBAJIa JO3UPOBAHUS.

Oco0ble IpyIIbI TAIMEHTOB

Brnusanue napywenus ¢hynxyuu novex

PaBHOBeCHBIE KOHLIEHTpPAllMH APOCIIHPEHOHA B CHIBOPOTKE KPOBH Y JKEHINMH C IIOYEYHOM
HEJIOCTATOYHOCTRIO JIeTKoM cTenenu (kmupeHc kpeatmauna (KK) = 50-80 mu/muH) ObLmM
CONIOCTAaBUMEI C TAaKOBHIMH Y JKEHINHH € HOpMainbHOH ¢yHKnueid mnodex. KonueHTpamus
JIPOCIIMPECHOHA B CHIBOPOTKE KPOBU B CpelHeM ObuUta Ha 37% BBIIE y KCHIOUH C MOYECYHOM
HEJOCTaTOYHOCTHIO cpenHeit creneHu TsokecTH (KK = 30-50 mir/MuH) 0 CpaBHEHHIO € TAKOBOH Y
XEHINUH ¢ HOpMalibHOM (yHkmueit modek. Tepamusi ApOCHIHPEHOHOM XOpOLIO NMEPEHOCHIIACH
XEHIIMHAMH KaK C TMOYE€YHOM HEeIOCTATOYHOCTHIO JIETKOU, Tak M cpelqHel creneHH. JleueHue
IPOCIIMPEHOHOM HE OKa3alo KIMHUYECKH 3HAYUMOIrO BIIMSHHS Ha COAEp)KaHHE Kalusd B
CBIBOPOTKE KPOBH.

Bruanue napywenus ¢ynxyuu nevenu

B uccnenoBanuy 0JHOKPATHOTO NMPHUMEHEHUS KIMPEHC NPH NIEpOpaJbHOM IIpHEMeE Npenapara y
J0OpOBOJIBLIEB C NEYEHOYHOH HENOCTaTOYHOCTBIO CpeJHEH CTENECHH TSHKECTH ObLI CHIDKEH
npuMepHO Ha 50% 1O CpaBHEHMIO ¢ JHIAMH ¢ HOpMajbHOU QyHKIuel nedeHn. OTMedeHHOE
CHI)KEHHE KIIMPEHCa APOCIIUPEHOHA Y JOOPOBOIIBLIEB € IEYEHOYHON HEOCTATOYHOCTBIO CPEAHEH
CTENEHH TSHKECTH HE MIPUBOJUT K KaKUM-TTHOO0 3HAYMMBIM pa3JInuusaM B OTHOLICHHH COICPKaHUS
KT B CHIBOPOTKE KpOBH. Jlaxke mpH caxapHOM AHabeTe M CONMYTCTBYIOIIEM IIPAMEHEHHH
CIMPOHOJIAKTOHA (1Ba (haKTOpa, KOTOPbIE MOTYT CIPOBOLMPOBATH IHIEPKATHEMHIO y ITAlHEHTA)
HE 0TMEYAJIOCh YBEJMYCHHUs COJCPXKAHHS Kalusd B CHIBOPOTKE KPOBH BBIIIE BEPXHEH IPAaHHIIBI
HOpMBL. MOXHO c/Ie1aTh BBIBOJ O TOM, YTO JPOCIHPEHOH XOPOIIO IEPEHOCHTCS MAllHeHTaMH C
TIeYEHOYHOM HEOCTATOYHOCTHIO JIETKOM ¥ CpefiHeil crerienH TsokecTH (kiace B mo Yaina-I1si0).

| cornace
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OmHuuyeckue 2pynnoi

KnHHUYecKH 3HAUYAMBIX pa3iudui B ()apMaKOKHHETHYECKHMX IIapaMeTpax IpOCHMPEHOHA WM
STHHIISCTPAMONA y JKEHIIWH, IPEICTaBUTEIBHUI] O€MOH €BPOIECOMAHON DAChl, H JKCHIIUH
STIOHCKOTO MIPOMCXOX/IEHH S 3aPETHCTPUPOBAHO HE OBLIO.

Smununscmpaouon

BcacreiBanue

ITocne mpueMa BHYTPh 3THHHJIICTPAIHON BCachblBaeTcs OBICTPO M MOIHOCTHIO. MakcHManbHas
KOHIIEHTpAlLMsl B CBIBOPOTKE KPOBH IIOCIE OJJHOKPATHOIO IMpHEMa JIEKApCTBEHHOTO IIpenapara
BHYTpB JJOCTHTaeTcs 9epe3 1-2 yaca u cocTaBnsgeT okoo 33 mr/mi. A6comoTHas GHOAOCTYITHOCTE
B pe3yJbTare NpPECHCTEMHON KOHBIOTAMM H «(IEPBUYHOIO MPOXOXKIACHHS» Yepe3 INE4YCHb
cocraBnger npuMepHo 60%. OnHOBpEMEHHBI INIpHEM [MHINM CHIXKaI OHOMOCTYIHOCTDH
STHHHJI3CTPAHOA IPUMEPHO Y 25% 00Ciie [OBaHHBIX TAHEHTOK, Y APYTHX H3MEHEHHH He ObLIO.
Pacnpenenenne

KoHIIeHTpanuy STHHHISCTPAIUOJIA B CHIBOPOTKE KPOBU CHIKAIOTCS B iBE (a3bl, pacIpe/ic/IeHHEe
B KOHEUHOH (paze XxapakTepu3yeTcs MEPHOIOM II0JTyBBIBEICHHS, COCTABIISIOIINM OKOJIO 24 4acoB.
DTHHWIICTPAIHOI POYHO, HO HE CHCHU(PUYHO CBS3BIBACTCS C AIbOYMHHOM CHIBOPOTKHM KPOBU
(mpumepHO 98,5%) W BBI3BIBAET yBeNMYeHHE KOHUEHTpauud B chiBopotke Kpod I'CII u
KopTUKOCcTepoua-cBasbBatommero rimodymuHa (KCIM). Kaxymuiica o06veM pacnpeneaeHus
COCTaBJISIECT PUMEPHO 5 JI/KT.

MeTtaboausm

OTHHHIICTPAAHOI MOABEPKEH PECUCTEMHOM KOHBIOTAITNH KaK B CTU3UCTON TOHKOM KHIIKH, TaK
U B IcUeHH. [IepBHYHO STHHWIICTPAAHON METa0OIM3UpYETCd IIyTEM apOMaTHYECKOTO
IHIPOKCHIIMPOBAHUA, MPH 3TOM 00pa3yercs IHPOKHM CHEKTP THAPOKCHIMPOBAHHBIX H
METH/JIMPOBAaHHBIX METa0OJIMTOB, MPUCYTCTBYIOMMX B BHAE CBOOOTHBIX METabOIMTOB U
KOHBIOTAaTOB ¢ TIIOKYPOHMIAMH M cyiabparamu. CKOpOCTh MeTabOIMYECKOro KIMpEHCa
STHHHIIACTPAIAHOJIA COCTABISET MPUMEPHO 5 MII/MHH/KT.

BriBesienne
DTHHUIICTPAIXO] HE BBIBOJUTCS B HEH3MEHEHHOM BHJIE B KAKUX-THOO 3HAYHMMBIX KOJIMYECTBAX.

MeTaGoMUThl STHHHISCTPAAHOJIA BEIBOIATCS C MOYOH W )KeTYbi0 B cooTHomeHHH 4:6. [lepron
IIOJIYBEIBEICHUS META0OJIMTOB COCTABIIAET IPUMEPHO 1 JECHb.

PaBHOBECHOE COCTOSTHHE
PaBHOBeCHEBIE KOHICHTPAIIUH JOCTHTAIOTCA B TCUCHUC BTOpOi/'I IIOJIOBHHBI ITUKJIA JICUYCHHS, ITPH

9TOM KOHIICHTPAIHS ITHHHIICTPAINOJIA B CHIBOPOTKE KPOBH YBEJIMYUBACTCS IPUOIN3UTEILHO B
2,0-2,3 pa3za.

Iloxa3aHnus K NpUMEHEHHIO
IlepopasibHas KOHTpaLenuus.

Ilepen HasHadeHweM mnpemapata JluMua choeayeT OLEHWTh HAIHYME Yy  KCHIIWHBI
MHIUBHIYAIbHEIX (aKTOPOB PHCKA, 0COOEHHO KacaloUMXcs BeHO3HOH TpoMboambonuu (BTI), a
TAK)K€ CPAaBHHTH PHCK BEHO3HOM TpomMOO>MOOIMH NpH IpueMe npenapara Jlumua ¢ ApyrHMH
KOMOMHHMPOBaHHEIMM  ropMoHambHbIMH  KoHTpauentuBamu  (KI'K)  (cm.  paspenst
«ITpoTrBonOKa3auusi» u «Mepbl IPeTOCTOPOKHOCTH ).

IIpoTuBonoKa3anus e
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Kom6urupoBanHsie ropmoHanbHbie KoHTparenTussl (KI'K) He ciiedyeT IpHMEHTh IPH HAIMIHY
Mo60ro M3 IEpeYHCIeHHBIX HHXKE COCTOSHHH. B ciydae ecnu Takoe COCTOSHHE PasBHBACTCA
BrepBeie Bo Bpems npueMa KI'K, npueM npenapara cieyeT HEMEAICHHO IIPEKPaTHTE.

- [loBbULIEHHAsS UyBCTBHTENBLHOCTh K JCHCTBYIOIMM BEIIECTBAM MM K JIOOOMYy H3

BCIIOMOTATENbHBIX BEIECTB, IEPEYHCICHHBIX B pa3aene «CocTaBy.

- IoBEIIeHHAsS YYBCTBUTENBHOCTD K apaxHCy HIIK CO€.
- Haymuve WM pUCK BOSHHKHOBEHHS BEHO3HOH TpoMO0IMOoHK:

- Benosnas TpombosmGonus (BTD) — Hanuuue BeHO3HOH TpomGosMOoniK B
HacTosIee BpeMs (Ha (OHE aHTHKOAryJISHTOB) HJIH B aHAMHE3€ (HalpuMep, TPoMOO03
riny6okux Ben [TT'B] uim tpomGoamGoius nerounoit aprepuu [TIOJIA]).

- VCTaHOBIEGHHAS ~ OTATONICHHAs  HACIENCTBEHHOCTh  WJIH  NIpHOOpEeTeHHas
IpeIPacONIOKEHHOCTh K BEHO3HOH TpoMO03MOOIHH, HAIPUMED, PE3UCTEHTHOCTD K
akTUBHUpoBaHHOMY npoteuHy C (Bkimodas ¢akrop V Jleiinena), HeIOCTaTOUYHOCTH
anTutTpoMOuna III, Henocrarounocts mpoTenHa C WM IpoTeHHa S.

- O6IHMpHEIE OIEPAaTUBHBIE BMEIIATENBCTBA C JUIHTENBHOH HMMOOMIM3anued (CM.
paznen «Mepsl IpeaoCTOPOIKHOCTHY).

- BrICOKHIA pHCK BEHO3HON TPOMOO3MOOJIMH H3-32 MHOTOYHCIEHHBIX ()aKTOPOB PHCKA
(cM. pazgen «Mepsl IPeTOCTOPOKHOCTHY).

- Hanuume pricka pa3BUTHA apTepHaIbHOM TpoMOoaMbomun (ATI):

- AprepuanbHasd TpoMOOSMOONIHS - HajIW4ie apTepHalbHON TpomGoIMOomMu B
HacTosllee BpeMs WJIM B aHaMHe3e (HampuMmep, HH(QApKT MHOKapia) HIM
IpeIIECTBYIOIIHX €if COCTOSHUN (HalpuMep, CTEHOKapIHs).

- Hapymenne M0O3roBoro KpoBooOpaleHus: — HaTH4ue UHCYJIbTa B HACTOSIIEE BPEMs
WIA B aHAMHE3€ WIH MPEAUICCTBYIOIIMUX €My COCTOSIHUM (Hampumep, TpaH3UTOpHAs
umemmndeckas araka (TUA).

- VCTaHOB/IEHHAs ~ OTATOINEHHA!  HACNEACTBEHHOCTh WM NPUOOpETEHHas
IpEApacoiOKEHHOCTh K = apTepHaNbHOM  TpoMOOdMOONMHM,  HampuMep,
THIIEPTOMOIIMCTEHHEMHS U aHTHTeNA K (pocdonmununam (aHTHTENA K KapAUOJIHIINHY,
BOJTYaHOYHBIN aHTHKOATYJISHT).

- Hanuune B aHaMHE3€ MUTPEHH C 09aroBOH HEBPOJIOTHYECKOH CHMIITOMATHKOM.

- BBICOKHI pHCK pa3BHTHS apTepHATbHOH TpoM003MOOINM H3-3a MHOTOYMCIICHHBIX
¢axTopoB pucka (cM. pasmen «Mepsl IPeTOCTOPOKHOCTHY») HIIM HAIHMYHMS OJHOrO
CEpbE3HOTo (haKTOpa PUCKA U3 HIKEIICPEUHUCIICHHBIX:

- caxapHbIi IHabeT C COCYTUCTHIMU IIPOSIBICHUSMH;
- TsKENas apTepuaibHas THIIEPTEH3HS,
- TSDKENAs AUCTTUIIONPOTEHHEMMUSL.
- Hammupe B aHaMHe3e WM B HAacTosmiee BpeMs TSDKENOro 3a0o0eBaHHS IE€YEHH [0

HOpPMaTH3AIlAH TOKa3aTeel QyHKIMH IICYCHH.

- Tsokenas  XpoHHMYecKas IOYeYHassh  HEAOCTAaTOYHOCTh MJIM  OCTpas  IOYeYHas

HEIOCTaTOYHOCTbD.

- Hamiuue B aHaMHe3€ WIH B HACTOSIIEE BpeMs oIyxosiel neueHHd (100poKadecTBEHHBIX HIIH
3JI0KQYE€CTBEHHBIX ).
- W3BecTHBIE WM IpEANojiaraeMbleé TOPMOHO3aBHCHMBIE 3JI0OKAYECTBCHHBIE OIYXOJIH

(HammpuMep, MOJIOBBIX OPraHOB HMIJIH MOJIOYHOM XKeJIe3bl).

- KpoBoTeueHus U3 BiIarajinina HECHON 3THOJIOTHH.

[IpoTuBOIOKa3aHO OJHOBPEMEHHOE NpHMEHEHHE Ipenapara JluMua H JICKapCTBEHHBIX
NpENapaToB, COAEPKaKUX OMOHTACBUP/IApUTAPEBAP/PUTOHABHD U AacabyBHp (CM. pa3sielsl
«IIpoTHBOKa3aHusA» U «B3auMMOIEHCTBHE C APYTHMHE JICKAPCTBEHHEIMH CPEICTBAME).

IIpuMenenne npu GepeMeHHOCTH H B NIEPHOJ IPYAHOI0 BCKaPMJIHB
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[Ipenapar Jlumua He moKa3aH BO BpeMs 6€pEMEHHOCTH.

Ecnu GepeMEHHOCTh HACTYMWIa Ha (oHe IpUMeHeHHs npenaparta J[umua, ero HeOOXOTMMO
HeMe/IEHHO OTMEHHTH. B X0/1e TPoBeIeHAs PaCIIMPEHHbIX JMUACMHOIOTHIECKAX HCCIIEJOBAHHUH
He OBUIO BBIABICHO HM YBEJIMYEHHs PHCKAa BPOXKICHHBIX A€PEKTOB y NETCH, YbH MAarepu
npuauMamu KOK 10 GepeMEHHOCTH, HH TepaTOreHHOro s@¢ekra mpu HempeHaMEPEHHOM
npumenennn KOK Bo BpeMst O€peMEHHOCTH.

B HccnenoBaHUSX Ha )KMBOTHBIX ObLIM BBISBJIEHBI 0GOYHBIE 3d)EKTH BO BpeMA OEPEMEHHOCTH
M JakTanud. OCHOBHIBASCH HA 3THMX JAHHBIX, HENB3s MCKIIOYMTh MOGOYHBIX 3(dekToB,
CBA3aHHBEIX C TOPMOHAIBHBEIM BIHSHHEM JedcTByomux BemecTB. OnHako, HCXOAL U3
COBOKYIHOTO ombita ciaydaiiHoro mnpumeHeHHs KOK Bo Bpems OepeMEHHOCTH, AAaHHBIX O
peabHOM HeXXeJIaTeNHOM JIeHCTBHH y YeloBeKa I0Iy4eHo He ObLIO.

JloCTylHBIE JaHHBIE 110 [PAMEHEHHWIO JPOCHHMPEHOHA/3THHHIICTPAAMOia BO  Bpems
6epEMEHHOCTH CIIMIIKOM OTPaHAUYEHbI, YTOOBI MOXHO OBLTO CIEIATh 3aKIIFOYEHHE 00 OTCYTCTBUH
WIM HAJIMYKM HeratuBHBIX 3(¢deKkToB mpernapara Ha OepeMEHHOCTb, 3J0POBBE ILIOJA HIIH
HOBOpOXeHHOro. K  HacrosmieMy BpeMEHM HE IIOJNY4E€HO  3HAaYMMBIX  JaHHBIX
SIHIEMHOJIOTHYECKHAX HCCIIEJOBAHUH.

Ilpn MOBTOPHOM Ha3HAa4YeHHH mpemnapata JMMua clefyeT y4YMTHIBATh IIOBBIIIEHHBIM PHCK
passutus BTD B mocneponosom nepuoe (cM. paszensl «Criocob mpuMeHeHus | 103b1» B «Mepsl
IIPEOCTOPOKHOCTH ).

I'pynHOE BCKapMIIHBaHHE

KOK MoryT BIHATH Ha JIAKTAIIMIO, ITOCKOJBKY OHHM MOTYT YMEHBIIATh KOJIMYECTBO IPYAHOTO
MOJIOKa W H3MEHATH €ro cocTaB. Takum o6pazom, npumeHeHne KOK o6braHO He peKOMeHyeTcs
0 TeX IOp, OKa KOPMAIIas XEHIIMHA OJHOCTRIO He OTIIYHUT pebeHKa oT rpyan. HeGombiue
KOJIMYECTBA KOHTPAIIENTHBHBIX TOPMOHOB WM UX METabONHUTOB MOIYT IPOHMKATh B TPYIAHOE
MOIIOKO BO Bpems npuMeHenuss KOK. DTu KoM4ecTBa MOTYT OKa3bIBaTh BIMSHHE Ha peOeHKa.

DEpPTUITHHOCTH
Ilpenapar JlumMua 1nOKasaH mis IpenoTsBpauieHus OepemenHoctH. Hubopmanus o
BOCCTaHOBJIEHHH (PepTHIILHOCTH NpeACTaBjIeHa B pa3zeie «PapMakoJHuHAMUKAY.

Cnocob npuMeHeHHS H 103bI
Crioco6 nmpuMeHEHus: BHYTPb

Jo3sl

Kak npunnmats npenapar [Invua

TabneTkn HYXHO IPUHIUMATH €XXEIHEBHO, IPHMEPHO B OJHO U TO JK€ BPEMS, IPU HEOOXOIUMOCTH
3anuBas HEOONBIIMM KOJHMYECTBOM BOJBI, B IOPSAIKE, YKAa3aHHOM Ha KOHTYPHOH SYECHKOBOM
ynakoBke. [lepeprlBoB Mexxy mnpueMoM TaOmeTok ObITh He aokHO. IIpemapar cienyer
[IPMHAMATD B HETIPEPHIBHOM peXxuMe B TeueHHe 28 mueil 1o 1 tabnetke B cyTku. [Iprem kaxnoi
HOCeAyIoiel YIaKOBKH CliefyeT Ha4WHATh Ha CIECXYIOIHH IEHb MOCIE NMpHeMa MOCIeAHeH
TaGNETKH MpebIAyIel ynakoBKH. KpoBoTeueHHe «OTMEHBI» OOBIYHO HAUMHAETCS Ha 2-3 JeHb
Iocde Hayala OpHEMa 3eeHBIX IUlane6o TabneTok (MOCHeTHHH pAX) M HEoOA3aTeNbHO
3aKaHYHBAETCS JO Hayala IpUeMa CIIEAYIOIEH YIIaKOBKH.

SOTRACOR AR
Kak HaunHaTh npuem npenapara {umua UM

Mol
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. Ecnu panee 20pMOHQIbHbLEe KOHMPAYENMUBbL He UCNONb308ANUCH (8 NPeObIOYUeM Mecaye):
[IpueM TabneTOK CilexyeT HAuMHATH C | JHS MEHCTPYalbHOIO IHKJIA JKCHIIHHBI (To ecThb €
IIEPBOTO JHS MEHCTPYaJTbHOTO KPOBOTEUECHHS).

. IIpu nepexode ¢ KOMOUHUPOBAHHBIX 20PMOHANLHLIX KOHMPAYENMUB08 (KOMOUHUPOBAHHO20
nepopanvrozo konmpayenmuea (KOK), eazunanvhozo Koabya uiu mpaHCOepMAbHO20
niacmoips):

JIIst JKEHITUHEBI IPEAIOYTUTENIHHO HAaYaTh IIPHUEM Ipernapara JMMua Ha CIeAyIOMmUi eHb 1oCIe

npueMa Hocenell akTuHOM Tabietku npeasinymero KOK (mocnennss tabnerka, coaepiamas

aKTHBHOE BEILIECTBO); B TAKHX CIIydasx [pueM npenapara JluMua He 10/DKEH HAUHHATHCS TTO3HEE

CIIEAYIOIErO OHA MOCNe OOBIMHOTO IepephiBa B IIpHEME TalJICTOK HMJIM NpHeMa HEaKTHBHBIX

tabnetok mwianedo npeasiaymero KOK. B ciyyae BaruHaJIbHOTO KOJIbIla WIIM TPAHCAEPMAILHOTO

IUTACTHIpSA TpUeM Mpenapara J[MMHa jkelaTebHO HAYMHATH B JICHb yNAJCHUS MPEeABIIYIIETO

CpeICTBa; B TaKUX CIIydasx IpueM Inpenapara J[MMua JODKEH HAaYaThCs HE MO3/Hee OHA, KOraa

ClIeI0BaJIO0 ObI BBECTH HOBOE KOJIBLIO HJIM HAKJIEUTh OYEPEIHON IUIACTHIPS.

. IIpu nepexode ¢ Opyzux npenapamos, coOepICawux MoNbKO NPO2ECMAReH (K MUHU-NUTUY,
UHBDEKYUY, UMWIAHMbBL), UIU C 6bICBOOONCOAIOWE NPO2ECMAZEH BHYMPUMAMOYHOU
cucmemvi (BMC):

XKenmuHa, MpUHAMAKOMAA «MUHH-IIHINY, MOXKET [IEPETH Ha IIpreM npenapara Jlumua B o060

JIeHb (HCIOJB3YIOas HMMIUIAHTAT WM BHYTPUMATOYHYIO CHCTEMY — B JI€Hb HX YIAJICHHS,

IPEMEHSAIONAs UHHEKIIMOHHBIE GOPMBI — B JIeHb, KOrZa JOJDKHA OBITH CHENaHa CIeAyromas

HUHBEKIMA), HO BO BCEX ITHX CIy4asiX PEKOMEHAYeTCs B NEpBhle 7 JHEH NpHEMa IIpenapaTa

HCTIOJIB30BATH JOIOJHUTEIbHBIN OaphbepHBIH METOA KOHTPAICIILIMH.

. Ilocne npepuvieanus bepemennocmu 6 1 mpumecmpe:
MoxHO HavaTh IpHEM IIperapaTa HeMeUICHHO. B JaHHOM cilyyae NOMOJHHTETbHBIA METOX
KOHTpaleNHU He TpeOyeTcs.

. ITocne pooos unu npepvieanus bepemennocmu 6o Il mpumecmpe:

XKenmmpue pexoMeHAyeTCs HavaTh NpHEeM mpemapata Ha 21-28 geHp Hocie pPOJOB HIH
npepbiBanus OepemennocTH Bo Il Tpumectpe. Ilpn Hayae mpreMa npenapara B 6oiee mo3HHE
CPOKH PEKOMEHIYeTCS TOMOJIHNTENHHO IPAMEHATh OaphepHBI METO KOHTPALIEIIIHH B TCUCHHE
nepBeIX 7 qHEl mpueMa TabneTok. B ciydae HanM4us 0JI0BOrO KOHTAKTa 40 Havaia IPUMEHCHHS
KOK pomksHa OBITh HCKIIOYECHA OCPEMEHHOCTh WM HEOOXOAMMO [IOXIAThCsi IIEPBOM
MEHCTpYaIliH.

ITpu xopmiteHHH Tpyasio — cM. pazaen «[IpumeHeHue mpu OepeMEHHOCTH U B IIEPHOJ IPYIHOTO
BCKapMJIMBaHHU ».

IIpomnyck ouepeaHOro NpueMa npenapara

INponyck mpuema TabneTok miane6o (3€MEHBIX TaOJIETOK) M3 IOCIEOHETO (YETBEPTOrO) psia
KOHTYPHOH S4YEHKOBOW yNMaKOBKH MOXKHO HE y4YHTHIBaTh. OJHAKO MX CIEAYET BHIODOCHTH U3
YTIaKOBKH, YTOOHI CITydaifHO He IPOMJIUTH IepHo nmpreMa Tabnetok mianebo. Hmkecneayromue
COBETBI OTHOCSATCS TOJIBKO K MPOIYCKY NpHeMa aKTHBHBIX Ta0/1eToK:

Ecnu onosnanue B npreMe TabIETKH COCTABISIET MeHee 24 4acoB, KOHTPAICITHBHAS 3alllUTa HE
cHmxkaetcs. [IponymenHyio TabneTKy cliexyeT MPUHATh Cpa3y, KaK TOJIbKO JKEHINAHA BCIOMHHT
00 3TOM, H CIEAYIOLLYIO TabJIeTKy CleyeT IPUHATH B OOBIYHOE BPEMSL.

COTTACOBAXD
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Eciu ono3qaHue B IpHeMe TaOJETKH COCTaBIAeT Oosee 24 4acoB, KOHTpALCNITUBHAA 3aIlMTA
MOXET CHH3UThCA. [IpH 3TOM Clie[lyeT PyKOBOJCTBOBATBHCA CIEAYIOUIMMH JBYMS OCHOBHBIMH
TpaBHJIAMH:

1.  PexoMeHIyeMbIil IepephiB B IpHEMe FOPMOHANBHBIX TaONETOK COCTABIACT 4 [HA; HPHEM
npemnapara Helb3s IpephIBaTh 6oiee YeM Ha 7 OHEH.

2. Jlas JOCTHXKEHHS JOCTATOYHOTO MOABJICHUS THIOTATaMO-THIIOQU3apHO-IMIHHKOBOH OCH
TpeGyercs 7 AHEH HENMPEPHIBHOIO IPUEMa Ipenapara.

COOTBETCTBEHHO B €XKEIHEBHOM IMPAKTHKE MOI'YT OBITH TaHBI CICOYIOIIAEC COBETHI:

. Hens 1-7

[NponymerHy0 TabneTKy CIeAyeT MPUHATH Cpa3y, KaK TOJBKO XCHIIUHA BCIIOMHHT 00
5TOM, JaXe eClIH el npueTcss NPHHATH Be TableTku omHoBpeMeHHO. Cremyromnue
TaGIeTKH Cie[yeT MPHHAMATh B OOBIMHOE BpeMs. J[OMONHHTENbHO B TEYEHHE IEPBBIX 7
JIHEH cleyeT MCIOJb30BaTh OaphepHBI METOJ KOHTpALlENIUH, HallpUMeDp, pe3epBaTuB.
Ec/y B TeYeHHE IPEALIECTBYIONMX 7 THEH HMEN MECTO HOJIOBOH aKT, CIIEAYeT HCKIIIOYUTD
OepeMeHHOCTh. UeM Gosbine TabieTok ObUIO MPOMYIEHO U YeM OJIHKe OHH HaXOMHIIHCH K
HEepUOy NpUeMa IIanedo TabIeToK, TeM BHIIE PUCK HACTYIUIEHHS! 6€pEMEHHOCTH.

. Jens 8-14

IIponymeHHyo TabNeTKy CIEAYeT MPHHATH Cpasy, Kak TOJBKO JKEHIHHA BCIOMHHT 00
3TOM, AaXe €CIM €l NpUIETCS NPHHATH ABe TableTku oxHoBpeMeHHo. Crenyrolnue
TabJIeTKH claeayeT IpPHHHUMATh B 0OBIUHOE BpeMs. B cilydae eciM >KEHIMHA MPHHUMAsIA
Ipernapar MpaBHUIIbHO B T€USHHE 7 JHEH, MpeAecTBOBABIIMX IEPBOMY IIPOIMYCKY IpueMa
npemnapara, He TpeOyeTcs IPUMEHSATh HUKAKUX JIOMOIHHUTENBHBIX METOJOB KOHTPALCTIIIUH.
OnHaxo B cirydyae nmpomycka npreMa 6osee 1 TabIeTK XKEHIMHE PEKOMEHIYETCS B TEUCHUE
7 IHeH MPUHUMATH JOMOJHUTEILHbIE MEPHI IIPEXOCTOPOKHOCTH.

o Hens 15-24

Puck CHMKEHHS HAJEeXHOCTH KOHTPAICITHBOB OYCHH BBICOK, TaK KakK OJH30K IEPHOX
npuema miane6o taénerok. OmHAKO, KOPPEKTHPYS pacIMcaHhe IMpHeMa TableTOK, MOXKHO
IIpEOTBPATUThL CHIDKEHHE KOHTPAIENITHBHON 3auThl. Ecitu ciieoBats moO6oMy U3 JBYX
CJIEAYIOIHX COBETOB, JONOIHUATEIBHBIX CIIOCO00B KOHTPAIECIIIHY HEe IIOHAI00HTCS, €CIIH B
TEYECHHE MPEALIECTBYIOIUX 7 THEH mepes pomyckoM TabIeTKH )EHINUHA IPUHAMATIa BCe
TabJIETKH MPaBAIILHO. B HHOM ciiyuae XEHINUHA JJOJDKHA CIIE0BATh COrTIAaCHO IIEPBOMY U3
IPUBEICHHBIX METOJOB H B TE€YCHHE CIEAYIOIUX 7 MHEH NPHUHMMATh JOMOJIHHTEIbHBIE
MEpHI IPEOCTOPOIKHOCTH.

1. TIpomymeHHYIO TabJIETKy CJIEIyeT MPUHATH cpa3y, KaK TOJbKO JXEHIIMHA BCIIOMHHT
00 3TOM, [aXke eClId e IpPHUIETCSA IPHHATH OBe TabJIEeTKH OIHOBPEMEHHO. 3aTeM
ClleflyeT NMPUHUMATH IIpernapar B OOBIYHOE BpeMs, IIOKAa HE 3aKOHYATCS aKTHBHBIE
tabnetkn. Yerblpe 3eneHble TabneTku Iuianedbo U3 IOCIEAHEr0 psana HyXHO
BbIOpOoCcHTh. ClIEAyIOyIO YIaKOBKY HYXKHO HaudaTh cpasy xke. MajloBeposTHO, 4YTO
KPOBOTEUECHHE «OTMEHBI» HAYHETCS O OKOHYAHUS IpHEMa aKTHUBHBIX TabIeTOK
BTOPO# YIIaKOBKH, OJTHAKO BO BpeMs IpreMa TableTOK MOTYT IOABISATHCA MaXylue
KPOBSTHUCTHIE BBIIETIEHHS HITH (IIPOPBIBHBIE) KPOBOTEYCHHS.

2. JKeHImuHE MOXHO PEKOMEHIOBATH IPEKPATHTH ITPUEM TaOJIETOK U3 JJAHHOW YIIaKOBKH.
Tasee eif cemyeT NPHHAMATE 3eJIeHbIe IU1ane6o TabNeTKy U3 MOCIeTHEro psna 1o 4
JHe#, BKIOYas OHH, B KOTOpHIE OHA nponycmna npueM TabIeToK, a 3areM
IPOJIOJDKUTE IPUEM CIIEAYIOIEH yIIaKOBKH. ST ACORASTD
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B ciy4ae mporrycka B ipreMe TabJIeTOK ¥ OTCYTCTBHSA KPOBOTEUEHHUS «OTMEHBD) B ICPHOJ [IPHEMA
mwiane6o TabaeToK He0OX0MMMO HCKITIOUHTh OEPEMEHHOCTb.

PexoMeHaalMu B CJIy4Yae ixKeJTy109HO-KHIIeYHbIX PACCTPOHCTB

B ciryuae BOSHAKHOBEHHS TSDKENBIX JKeJTyJOYHO-KAIIEYHBIX PACCTPOKCTB (HAPUMED, PBOTHI HIIH
JHaped) BCACHIBAHHME MOXET OBITh HEMONHBIM, M B 3TOM Cly4ae CJIeNyeT IPUMECHATH
JOTIOJIHUTENIEHBIE METOBI KOHTPAICTILIUH.

Ecnu pBoTa BO3HHKJIA B T€UEHHE 3-4 4acoB HOCIIe IPHEMa aKTUBHOM TabJIETKH, TO CIEAYeT Kak
MOKHO GBICTpee IPHHATH APYTYIO (3aMemaronyio) TabaeTky. Ecitu Bo3MOXKHO, IpYTyio TabIeTKy
cJe/[yeT IPUHATH He Mo3Ke 24 4acoB OT 0OBIYHOTO BpeMEHH NpHeMa npenapara. B ciyyae eciu
¢ JAaHHOTO MOMEHTa mpouuio Goiee 24 4acoB, HyXXHO CJIE€NOBaTh MHCTPYKIHUAM, KacalOIIAMCH
IIpoIlycKa NpHeMa Ipenapara i ykasaHHeIM B pasziene «Crioco6 npumMenenns u 103bD»: «IIpomyck
OYepeHOro mpueMa mpernaparay. Eciu eHIuHa He X049eT MEHATh IPUBBIYHBIA PEXUM IpHeMa
npernapara, eif clieyeT IpHHATH JOMOJHUTENBHYIO TabIeTKY(-1) U3 ApYroi ynakoBKH.

Kak oTcpoYuTh KPOBOTEYEHHE OTMEHbD)

YT1oOBl OTCPOYMTH HACTYIUIEHHE MCHCTpPYyalldH, XEHINMHE CIeAyeT cpasy )K€ Ha4daTh MpPHEM
TaGJIETOK U3 APYroi ymakoBKH npernapara J[uMua, He TpUHEMas I1ane6o TabIeTKH U3 TEKYIIen
ynakoBkd. OTCpPOYKa MOXET IPOAOJDKATHCA CTONIBKO, CKOJIBKO JKEJIAaeT JKEHINHMHA, MOKa He
3aKOHYATCS AKTHBHBIE TaOleTKH u3 BTOpoi ymakoBku. Ha QoHe oTCpoukHM MEHCTpyamuu y
KEHIMMHBI MOTYT OTMEYAaThCAd MAaXKyI[de KPOBSHUCTHIE BBIACICHHS WIM «IPOPHIBHBICY
KpoBoTeueHHUs. [IpUBBIYHBIA mMpHeM mpemapara JluMua MOXHO BO30OHOBHTH IOC/IE IIEpHOIA
npueMa riane6o TabieTok.

I[JISI NEpEHOCa MCHCTPYallu HA OTJIMYHBIHA OT HpHBBI‘IHOﬁ CXEMBI IpHEMa N€Hb HEACIN JXCHIIUHE
PEKOMCHAYCTCS COKpPAaTUTE NEPHOJ IIPpHEMaA rmaue6o TabJIETOK Ha KeJaeMOoe YHCJIO JHEH. Yem
KOPOY€ 3TOT HHTCPBAJI, TEM BBILIC PHCK TOT'0, YTO KPOBOTCUCHUS KOTMEHBD) HE 6y2[CT, a BO BpEM4
npueMa TablIeToK U3 cne,uylomeifl YIIaKOBKH 6}’I[YT OTMCYATHCA «IPOPBIBHBIC» KPOBOTEYEHHUA H
MaXynmue KPOBIHUCTBIC BBIACIICHHU S (TaI( JKC KaK H B ClIy4ac OTCPOYKH Havdajla MeHCpraI_II/II/I).

Ilo6o4HOe gelicTBHE

CepbesHble I000YHBIC peakiun y manneHTok, npuHuMaromux KOK, npezncrasBieHsl B pasjene
«MephbI IPeAOCTOPOKHOCTH ».

Bo BpeMs mpHMeHEHHS APOCIHPEHOHA/ITHHWIACTpaAuoyia OBUIM OTMEUYEHBI CIIECAYIOIIHE
moOOYHbBIE peaKIiu:

B Tabnmie HMXKE NpEACTaBICHH MOOOYHBIE PEaKIMH B COOTBETCTBHHM ¢ KiIaccHpuKamuen
MedDRA 1o cucremam opraHoB. YacToTa oCHOBaHa Ha JaHHBIX KIMHUYECKHX HCCIICIOBAaHHM.
Jnst onucaHus peakiu, CHHOHHMOB M CBS3aHHBIX COCTOSIHMH BBHIOpaH Hauboiee MOIXOIAIMIMMI
tepmuH MedDRA.

Knacc cacreMbr YacroTa HeKeNaTeJbHbIX peaKIuii
OpraHoB Yacro Heuacro Peaxo Hen3zBecTHO
(MedDﬁfo;’ epenst 1/100, (>1/1000, (=1/10000, (o
<1/10) <1/100) <1/1000) HMEIIHUMCS
JXaHHBIM
4acToTy
pa3BUTHA
OLIEHUTD
HEBO3MOXKHO)
COTHAACOBATRO
o ,_:;.:s-i_m:.ﬁ;E 9
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HNudexnnoHnbie U KaHAUJ03
napa3uTapHbie
3aboJieBaHHSA
Hapymenus co aHeMHs,
CTOPOHbI KPOBH B TPOMOOIUTO3
JuMpaTHIeCKOH
CHCTEMBI
Hapymenus co JUIEPTUYECKUE TUIEPYYBCTBUT
CTOPOHbI HMMYHHOH peaKkuu €NbHOCTD
CHCTEMBI
Hapymenus co SHIOKPHUHHEIE
CTOPOHBI HapymIeHUs
IHAOKPHHHOH
CHCTEeMbI

Hapymenus co

YCUJICHUE alllleTHTa

CTOPOHBLI 06MEHA AQHOPEKCHS,
BeIecTB H MUTAHUS THIIEpKATTHEMHUS,
TMITOHATPUEMHUS
HapymeHnast ICHXMKH | 3MOIMOHANBHA | ACIIPECCHS, aHOpra3Mus,
51 TaGHITBHOCT | HEPBO3HOCTh, |BGECCOHHHMIA
COHJIMBOCTH
Hapymenus co roJIOBHast 00JIb |TOJIOBOKpPYXXE |BEpPTUTO,
CTOPOHBI HEPBHOM HHUE, TpeMop
CHCTEMBI mapecTe3us,
HapyieHnus co KOHBIOHKTUBUT,
CTOPOHBI OpraHa CHHJIIPOM CYXOTO
3peHust ryasa,
3aboneBaHue ria3
Hapymenns co TaXuKapaAust
CTOPOHBI cepana
Hapymenus co MUTPEHB, BEHO3HAas
CTOPOHBI COCY/I0B BapHKO3HOE | TpoMOOIMOOIHs
pacmpenue [ (BTI),
BEH, apTepuagbHas
aprepuaibHas |TpoM60IMO0IHs
runeprezua | (ATI)
¢nebur,
3aboneBaHue
COCYJIOB,
00MOPOK,
HOCOBOE
KpPOBOTEUYCHHUE
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Hapymenuns co
CTOPOHBI
ABIXATeJbHOH
CHCTEeMbI, OPraHoB
TPYAHOI KJIETKH H
cpeaocTeHHs
Hapymenus co TOHIHOTA 6o1p B YBEJIMYCHUE
CTOPOHBI eIy J09HO- JKHBOTE, XKUBOTA,
KHIIEYHOI0 TPAKTA pBOTA, XKEILyJ0YHO-
JUCTIETICHS, KHIIEYHOE
B3JyTHE paccTpoucCTBO,
KHUBOTA, OIIyIIEHHE
racTpur, MEePENOTHEHHUS
Juapes KEITyJOYHO-
KHINEYHOTO TPaKTa,
rpbIKa
MUALIEBOJHOTO
OTBEpCTHS
nquadparmel,
KaH/IHJ103 TIOJIOCTH
pTa,
3a1op, CyXocTh
CITU3UCTON
000JI0YKH MTOJIOCTH
pTa
Hapymenus co 60116 B 00MacTH
CTOPOHBI NIEY€HHA H MKEJTIHOTO MMy3bIpS,
JKeTUeBbIBOASIIINX XOJIELUCTUT
nyrei
Hapymenns co aKHe, XJ10a3Ma, MHOTO(OpMHas
CTOPOHBI KOXKH H 3yX, JK3€eMa, spHuTEMA
NOAKO>KHBIX TKaHel ChIITb alonenus,
aKHe(OPMHBIH
JIEpMaTHT,

CYXOCTB KOXH,
y3JI0BaTast 3pUTEMA,
THIIEPTPHXO3,
HapyIIeHHUs co
CTOPOHBI KOXH,
KOXXHBIE CTPHH,
KOHTaKTHBIN
JCpMaTHT,
dboTomepMarur,
KOXXHBIE y3€NKU

Hapymenus co
CTOPOHbBI CKeJIeTHO-
MBIIMEYHOH U
COeTHHHUTEIbLHOH
TKAHHU

00JIb B CIIHHE,
6onn B
KOHEYHOCTH,
MBIIIEYHBIC
CIIa3MBbI
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LU i
Hapymenus co 60nb B BarMHAJBEHBIN nncnapeszﬂ:} !
CTOPOHBI MOJIOBBIX MOJIOYHBIX KaHAKIO3, BYJIbBOBAarvHUT,
OpraHOB M MOJIOYHOH |Xeje3ax, 60 B IIOCTKOUTAJIEHOE
JKeJjie3bl Merpopparus* |o0JiacTH Taza, |KpOBOTEUCHHE,
, yBEJIHYCHHE | KPOBOTEUCHHE
amMeHopest MOJIOYHBIX OTMEHBI»,
xKenes, KHCTa B MOJIOYHOM
¢ubposno- xKeiese,
KHUCTO3HAs THIIEPILIA3HS
MAaCTOIaTHs, |MOJIOYHBIX XKEJE3,
MaTo4HOe/Bar |HOBOOOpa3oBaHMs B
HUHAJIHOE MOJIOYHBIX
KPOBOTEUCHHE |Kele3ax,
* IIOJIHMII IIICHKH
BBIJICJICHUS U3 |MaTKH,
Blaramyina, |arpodus
«IPHIMBBI», | DHIOMETpUS,
BarvHHMT, KHUCTBHI IMYHUKA,
HapylIeHHe yBEJIMYEHHE MATKH
MEHCTPYaJIbHO
o IHKJIA,
JACMEHOpes,
THIIOMEHOped,
MEHOpparus,
CYXOCTb
BJIaraJinIa,
MIOJTO3PUTENIBH
BIf Ma30K
[Tamanukonay,
CHIDKCHHE
TUoUI0
OO6mue paccrpoiicTBa acTeHHH, obmee
H HADYHICHHS B MeCTe MOBLIIEHHOE | HEJIOMOTaHHUE
BBeIeHHUS HOTOOT/IEJICHH
e’
OTeK
(renepanuzoBa
HHEBIH OTEK,
nepudepuyec
KHil OTEK,
OTEK JINIIA)
Binsinue Ha yBEJIHUYEHHE | CHIDKCHHE MAcChl
pe3yabTaThI Macchl Tejla  |Tena
J1abopaTopHBIX H
HHCTPYMEHTAJIbHBIX
HCCJIeJOBAHHH

*HeperyJsIpHbIe KPOBOTEUESHHS KaK IPABHIIO MPEKPAIIArOTCs 10 MEpe IPOAODKCHUS TEPaNUH.

Onucanue OTACIBbHBIX HEXKCIATCIIbHBIX peaKgnﬁ
IToBBIIIICHHBII PHCK  DPa3BUTHA  apTEPHAIBHBIX H BCHO3HBIX Tp0M6OTI/I‘-ICCKI/IX H

TPOMGOIMOOIMUYECKHX OCTOXKHEHHH, BKIIOYas HHGAPKT MHQKA
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MIIEeMHUYECKHE ATAKH, BEHO3HBIH TPOMO03 B TPOMGOIMOOIIHIO JIETOYHOH apTepHH, ObUT OTMEUCH Y
eHmuH, npumenssomux KI'K. Bonee noapobuas nupopManus IpeACTaBIeHa B pa3aeie «Mepsbl
IPEIOCTOPOKHOCTH .

B pasmene «Mepsl mpenocTopoxHocTH»: «OcoOble yka3aHHs H MEpbl NPEJOCTOPOKHOCTH
PacCMOTpPEHBI CIEAYIOIINE CEepPhe3HbIe HEXENATCIbHbIC SBICHHSA, 3apETHCTPHPOBAHHBIC Y
xenmwH, npuaaMaBmux KOK:

- Beno3zHbie TPOMO03MOOIMYECKUE OCIIOKHEHHUS,

- ApTrepuaibHble TPOMOOIMOOIMYIECKHE OCTIOKHEHHS,

- AprepuanpHasi THIIEPTEH3HUS;

- Onyxonu ne4eHy;

- Pa3BHUTHE WK yCyTy6lIeHHEe TeUeHHs COCTOSHMIA, U1t KOTOPBIX cBs3b ¢ npumenenneM KOK
He JoKa3aHa: 0oje3Hs KpoHa, A3BEHHBIH KOJHT, SNIJIETICHSI, MAOMAa MATKH, OPOUpHS,
CHCTEMHAs KpacHas BOJYaHKa, reprec OGepeMeHHBIX, Xopes CuaeHrama, reMOJHUTHKO-
YPEMHYECKUN CHHIPOM, XOJIECTATHYECKAS JKENTYXa,

- Xnoasma,

- OcTpble WM XPOHMYECKHE HapyINeHHs GyHKIMH TedyeHr MOryT noTpe6oBats otMeHbl KOK
J0 TEX II0p, MoK MoKa3aTeNny (yHKIHH [eYeHH HE BEPHYTCSA K HOPME,

- V XEHIMH C HacC/leICTBEHHBEIM AHTHOHEBPOTHUYECKHM OTEKOM SK30TE€HHBIE 3CTPOICHBI
MOT'YT HHIAYIIHPOBATh WJIH YCHIHBAaTh CHMIITOMBI aHTHOHEBPOTHYECKOTO OTEKA.

YacToTa JMArHOCTHKM paKa MOJIOYHOM JKeJie3bl cpeau xeHiuH, npumerstomux KOK, Heckoabko
nosslneHa. IToCKoIBKY pak MOJIOYHOM eJe3bl Y JKeHIUH Mojioxe 40 jieT BCTpeyaeTcs peaKo,
TMIOBBIIIEHHE SBJISAETCS HEOOJBIIMM II0 CPABHEHHIO ¢ OOIIUM PHCKOM Pa3BHUTHS paka MOJIOYHOH
xenespl. [IpuuMHHO-CIeACTBeHHAs cBa3b ¢ npumeHeHueM KOK HemssectHa. JlomonHuTE/IbHAS
uH(popMaIus IprBeeHa B pazaenax «[IpoTuBonoka3anus» U «Mepbl IPeI0CTOPOIKHOCTHY.

B3zaumooeticmeue

«IIpopLIBHEIE» KPOBOTEYEHHS H/HIH HE3G(PEKTUBHOCTE KOHTPALETIIIHHA MOTYT OBITh CJIC/ICTBHEM
B3aMMOJICHCTBHA IT€POPAIHBIX KOHTPAICNTUBOB C IPYTMMH JIEKAPCTBEHHBIMH CPEICTBAMH
(bepMenT-uHAyIHpYIOmHKE Tpemaparbl) (cM. pasgen «B3aumomeWcTBHE € JIPYTUMH
JIEKApCTBEHHBIMH CPEICTBAMH ).

OTYETHOCTH O ONO3PEBAEMBIM HEOIArONPUITHEIM ITOOOYHBIM PEAKIIMAM

BaXHBIM SBJISETCS MOIYYEHHME OTYETHOCTH IO MOJ03PEBAEMBIM HEONIAaronpHATHBIM MOOOYHEIM
peaKkmusaM TMOCe PETHCTPAUH JIEKApCTBEHHOTO IIpernapara. OTO IO3BOJAET IPOJOJDKHUTH
MOHHUTOPHUHI COOTHOILICHHS I0JIb3a/pUCK. PabOTHHMKM 34paBOOXpaHEHHs IPOCAT HaIpaBIIATh
cooOmennss 000 BceX IMOJ03PEBaEMBIX HEONArONPHATHBIX MOOOYHBIX pEaKUUAX C
HCIIOIB30BAHMEM HAIHOHAIBHON CHCTEMBI OTYETHOCTH.

Ilepeno3upoBka

Ha naHHBI# MOMEHT HE IOJIY4€HO HH OJHOrO coOOIIeHHs O (pakrax NEpEemO3UPOBKH IIPH
NpPUMEHEHNH MpenapaTta APOCHUPEHOH/3THHIIIACTpaauoi. Ha ocHOBaHMM CyMMapHOIO OIBITa
NpPUMEHEHHS] KOMOHMHHPOBAHHBIX NEPOPAIBHBIX KOHTPALICTITHBOB BO3MOXHBIMH CHMIITOMaMH
TIEPEA03UPOBKH MOTYT OBITH: TOINHOTA, PBOTA U, Y MOJIOABIX JEBYLIEK, HEOONIBINIOE BATHHAIBHOE
kpoBoTeuerne. CrenuduIeCKHXx aHTHAOTOB HET, M JanbHelllee JICUCHHE OIDKHO OBbITh
CHMIITOMATUYECKHM.

B3aumopeiicTBHE ¢ JPYTHMH J1eKAPCTBEHHBIMH CPEACTBAMH
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[Ipumeuanne: Jnd BHISBIEHHS BO3MOXHBIX JIEKAPCTBEHHBIX B3aUMOJACHCTBHM CIIENyeT
NpOBOAMTh aHamM3 WHGOpMAaUM, IPEACTABICHHOH B HMHCTPYKIMAX IO MEIUIHMHCKOMY
TIPUMEHEHHUIO COMYTCTBYIOIIHX IPEnaparoB.

dapmakoHHAMUYECKHE B3AaUMONECHCTBUS

ONHOBpeMEHHOe  HpPUMEHEHHE C  JIGKapCTBCHHBIMHM  [penaparamy,  COACPXKaIlMMU
OMGHTACBHp/IAPUTAIIPEBUP/PATOHABHD U JacalyBHp ¢ PHOABUPUHOM WM Ge3 HEro MOXET
YBEIHYHBATh puck nopemieHus aktusHocTd AJIT (cM. pasznens «IIpotuBonokasanus» u «Mepsl
IIPEIOCTOPOKHOCTHY). [109TOMY JKEHILMHEI, IPUHAMAIOMHE NpenapaT JluMua, NODKHBI IEPEeHTH
Ha albTEPHATUBHBIM METOJ KOHTpAaIeNIUM (Hamp., KOHTPALENTHBEL, COACPXKAlHe TOJIBKO
IIPOTecTareH, WA HErOPMOHAIBHBIE METOABI) A0 Hadajia IPHMEHECHHS JaHHOH KOMOMHAIHH
npenaparos. [IpueM npenapara JluMua MOXXHO BO30OOHOBHTE 4€pe3 2 HEJICH TI0CTIE 3aBEPIICHHUS
TaKkoi KOMOMHUPOBAHHOH TEpPaIIHH.

dapMaKkOKHHETUYECKUE B3aUMOICHCTBUS

. Brnusaue apyrux ieKapcTBEHHBIX CPEACTB Ha Ipenapar J(umua

B03MOXHO  B3aUMOJEHCTBHE ¢  JICKAPCTBEHHBIMH  CPEICTBAMH,  HHAYLMPYIOIIHMH
MHKPOCOMAJIbHBIE (DEPMEHTHI, B PE3YJIbTATE Yero MOXKET YBEJIHYMBATHCA KJIMPEHC IIOJIOBBIX
TOPMOHOB, 4TO, B CBOIO Ouepelb, IPHBEAET K «IPOPHIBHOMY» KPOBOTEYECHHIO H/HIH
HECOCTOSTEIHHOCTH KOHTPAICITUBHOTO Y deKTa.

TaxTuka

Wnaykims hepMEHTOB MOXET HaOIFOaThCA Yke Yepe3 HECKOJIbKO JHeH npueMa. MakcumansHas
HHAYKIHS (GepMEHTOB OOBIYHO HaOJIOJaeTcsd B TEUCHHE HECKONBKHMX Hefelnb. [locie OTMEHBI
IpernapaTa HHAYKIHS (EPMEHTOB MOXKET COXPaHATHCA A0 4 HEACIb.

KpaTtkocpoyHoe nedeHue

XenmunaM, KOTOpBE MMONYYalOT JIEYCHHE IpernapaTaMU-HHIYKTOpaMH MHKPOCOMAIBHBIX
depMmenToB, B nomonHenne Kk KOK pexoMmeHIyeTcss BpeMEHHO HCIOJIB30BaTh OapbepHBIH METOJ
KOHTpaleNIIMA WM WHOM METOJ KOHTpauennu. baphepHBII METOJ] KOHTpAIEHIHH CICTyeT
HCIIOJIE30BaTh B TEYEHHE BCETO IIEPHOJA COIYTCTBYIOIIEH Tepamuy U elle B TeYeHHE 28 nHer
[ocjie ee OTMEHHL. ECIu mpuMeHeHHe IpenapaTa-MHIYKTOpa NPOAOIIKAETCs IOCIE IpHeMa
nocnenneit tabnerkn KOK u3 Tekyiuei ymakoBKH, cleyeT HauaTh IIPHEM TaONETOK M3 HOBOM |
VIIaKOBKH, ITOIYCTHB IPHEM TabJIETOK ILane6o.

Honrocpodytoe aecueHHne

XeHmuHaM, MOJNYYAIOIIAUM JUIMTENIBHYIO TEpamuio  IpenaparaMy, HHIYLHMPYIOIMIMMH
(EpPMEHTHYIO CHCTEMY II€YEHH, PEKOMEHIOBAHO MCIIONb30BaTh JPYrod He TOPMOHAIBHBIN
HaJIC)XHBIM METOJ| KOHTPALICIIIHH.

B nuteparype onucaHsl ClIEAYIONHME B3aUMOACHCTBUSA:

Cybcmanyuu, npusoosiyue k yeeauvenuio knupenca KOK (cnuocenue sgpgpexmusnocmu KOK 3a
cuem UHOYKYUU MUKPOCOMANbHBIX hepMeHmO8), Hanpumep:

6apburyparsl, 603eHTaH, kapbaMa3zenuH, PEeHUTOMH, IPUMHUIOH, pU(aMIMIUH U Mpenapar it
neueHuss BUY putoHaBHp, HeBHpamuMH W 3GaBHpPEH3 M BO3MOXHO Takke (endamar,
rpu3eodynabBHH, OKCKapOaselmMH, TONMpaMaT U Ipenaparbl, CcojepXale 3BepoOoi
HpOAbIpABIEHHEIH (Hypericum perforatum).

Cybcmanyuu, oxasviéarouue sapuabenvhviii 2¢pgpexm na knupenc KOK:
npH oxHOBpeMeHHOM HaszHauenuu ¢ KOK muorue xomGuHanuyu HHru6uTopos nporeasst BUY u
HEHYKJICO3UHBIX MHTHOMTOPOB OOPATHOW TPAHCKPHNTA3hl, B TOM YHCJIE KOMOMHAIHH C
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uHrHbuTOpaMH IpoTeasbl Bupyca remaruta C, MOryr yBeNMYMBaTh HIM yMCHBIIATH
KOHIIEHTPALIAIO 3CTPOTCHOB WM TIPOTECTHHOB B ILTasMe KpoBH. D(deKT JaHHBIX M3MCHEHHH
MOXeT OBITh B HEKOTOPHIX CIIy4asX KIMHHYECKH 3HAYMMBIM.

JIng BHIABIACHHS BO3MOXHBIX JIEKApPCTBEHHBIX B3aUMOACHCTBHA M CBS3aHHBIX C OTHM
peKoMeH/IalKii CieyeT MPOBOAUTH aHAIH3 HH(OpMAIMK, IIPSACTaBICHHOH B HHCTPYKIHUSX IO
MEIUIMHCKOMY TPHMEHEHHUIO COIYTCTBYIOIIMX IPENaparoB, MPeIHA3HAYCHHBIX AN JICYCHHA
BUY-undexnuu wnn rematuta C. B cioydae moOpIX COMHEHHMH >KCHINMHAM, IOJTydJarOIMM
HHTHOMTOPHI IPOTEA3bl WA HEHYKICO3HIHbIE HHTHOUTOPEl 0OpaTHOW TPaHCKPHITA3kl, CIEAYET
HCIIOJIB30BAaTh JOIOJHHTEIBHBIN OaphepHBIA METO KOHTPALICTILIHH.

Cybcmanyuu, npusodswue xk ymenvuenuto xnupenca KOK (unzubumopbl MUKpocomanbHbix
dhepmenmos):

Octaércs HEM3BECTHBIM, HMEIOTCS-IM KIMHAYESCKH 3HAYAMBIE TOTCHIHATIBHBIC B3aUMOICHCTBHSA
C HHTHOUTOpaMU MUKPOCOMATBHBIX (PEPMEHTOB.

CoBMecTHOE MNpUMEHEHHME ¢ MoinHbMH  uHrubGuropamu CYP3A4 Moryr npuBecTH K
IIOBHIMICHUIO KOHIIEHTPALIMK 3CTPOreHa U IPOrecTEPOHA B IIa3ME KPOBH.

HccnenoBaHue ¢ IPUMEHEHAEM MHOTOpPa30BOi 1035 KOMOHHAIINY APOCIIMPEHOHA (3 MT B CYTKH)
¢ stuHIICTpamuonoM (0.02 Mr B CyTKH) COBMECTHO ¢ cHIbHBIM mHrubuTopom CYP3A4
KETOKOHA30JI0M B TEYEHUU 10 nmuett  mnosemmaer AUC(0-24h)  gpocnmupeHOHa H
STHHHIICTPauoia B 2,7 pa3 ¥ 1,4 pa3 COOTBETCTBEHHO.

Jo3b1 sTopuKkokcuba 60 Mr u 120 Mr nokasainu NOBBIIIEHHE KOHIIECHTPAIIMH 3THHUIICTPAAHOIIA
B mma3Me kpoBd B 1,4 u 1,6 pa3 COOTBETCTBEHHO IPH COBMECTHOM IIPUMCHCHHH C
KOMOMHHMpPOBAaHHEIMH TOPMOHAIBHBIMM KOHTpauenTuBamMu , cofepxamumu 0, 035 wmr
ATHHHJI3CTPANUONIA.

. Bnusuue npenapata /luMua Ha IpyTrue IeKapCTBEHHBIE CPEJICTBA

ITepopasibHBle KOHTPAIETITHBE MOTYT BIIHATh Ha METa0OJIH3M HEKOTODHIX aKTHBHBIX BELIECTB.
Kpome TOro, MOryT H3MEHATHCS X KOHLEHTPAIMH B IJIa3Me KPOBH M TKAHAX — KaK MOBBIIIATHCSA
(HampuMep, UKIOCIIOPHH), TaK U CHIKAThCS (HalpUMEp, JIAMOTPHJDKAH).

OCHOBEIBACH Ha Pe3y/bTaTaX HCCIIEAOBAHHIA B3aHMOICHCTBUS in Vivo y KEHIIMH-100POBOIBIIEB,
NPYHHMMAIOMX OMENPa30jl, CHMBACTATHH W MHIAa307aM B KadyecTBE MapKepoB-CyOCTpaToB,
KIMHHYECKH 3HAYMMOE BJMSHHE [POCIHPCHOHAa B J03¢ 3 MI Ha MeTaboiu3M JApyrux
JEUCTBYIOIIMX BEIIECTB, OMOCPEOBAaHHOE CHCTeMO# nuToxpoMa P450, MajioBepOsSTHO.

Kinunudeckue  HccienoBaHHs CBUJIETEJILCIBYIOT O TOM, YTO HMHTHOMpPOBaHHE
STUHHIIBCTpaMoioM KiupeHca cyoctparoB CYP1A2 mpuBoauT k ux cinaboMy ( HampuMeD,
.. TeOQWITHH) WJIH yMEepEeHHOMY (HaIpHMeEp, TU3aHUIUH) MOBBIIICHHUIO B IIa3Me KPOBH.

. Hpyrue GopMBI B3aUMOIEHCTBIA
V¥ nanueHToB 6€3 MOYEYHOU HEJOCTATOYHOCTH OJHOBPEMEHHOE NPHUMEHEHHE APOCIUPEHOHA H
HAII® unu HIIBII He okxa3piBaeT CyIIECTBEHHOTO BIMSHUS Ha COJEPKAHUE KalIHs B CHIBOPOTKE
KpoBu. OHAKO OIHOBPEMEHHOE IPUMEHEHHME NpenapaTa JluMua ¢ aHTarOHKCTaMH aJIbI0OCTEPOHA
UM KaTHi-cOeperaomyuMy AUy pEeTHKaMU He H3y4Janock. B 3ToM ciryyae HE0OX0AUMO IIPOBO/THTH
H3MEpEHHE COeP)KaHU KaIus B CBIBOPOTKE KPOBH B TEUCHME IIEPBOTO IIMKJIA [PHEMa ITpenapaTa.
CM. Taxoke pasnen «Mepsl IpeaoCTOPOKHOCTH .
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IIpueM KOHTPaIENTHBHBIX TOPMOHOB MOJXET BJIMSATH Ha PE3YJbTaThl OTACIBHBIX nabopaTOPHBIX
TECTOB, BKIIOYAas OHMOXMMHYECKHE MOKazaTend (YHKIMHM TEYEHH, I[IMTOBHIHOH IKENe3bl,
HAJMOYEYHHKOB M ITIOYEK, a TAKKE YPOBHH TPAHCIIOPTHBIX OCNKOB IIa3Mbl KPOBH, TaKHX Kak
KOPTHKOCTEPOH/ICBA3BIBAIOMIMI [TIOOYIIMH M JIHIIHIO/TUIIONPOTEMHOBEIE (PaKIHH, ITOKA3aTeH
YIIeBOJHOTO 0OMEHA, CBEPTHIBAHMSA KPOBH i GubprHOMI3a. i3MeHEeHNs OOBIYHO HE BBIXOIAT 3a
TpezeTsl HOpMATBHBIX 3Ha4YeHHH 1abopaTopHBIX MOKa3aTenel. Benexcrsue cBoei HeOOIBIION
AHTHMMHEPATOKOPTUKOUIHONW aKTUBHOCTH JAPOCIHHMPEHOH IOBBINACT AKTHBHOCTH DPEHHHA H
aIbIOCTEPOHA B IJIa3ME KPOBH.

MepbI IpeI0CTOPOKHOCTH

IIpexynpexnenust
I[Ipu mosBIEHHH JHOOOr0 W3 HHXKE IEPEUMCIICHHBIX COCTOSHMH MM (PaKTOPOB pHUCKa CIeTyeT
0OCYIUTD C )KEHITHHOM 000CHOBaHHOCTH IIPUMEHEHH Npenapara Jlumua.

B cnyuae yTsOKENEHHs WM BOSHUKHOBEHHS BIEPBBIE JIIOOOT0 U3 3THX COCTOSHHM MM (paKTOPOB
PHCKa JKEHINUHE PEKOMEHIYETCS OOpaTHUThCS K CBOEMY JIedaleMy Bpady M OOCYAHTh ¢ HUM
BO3MOXXHOCTH IIpeKpallleHus pueMa npenapata Jlumua.

B ciy4ae mpeamonaraeMoi MM yCTaHOBJIEHHOM BEHO3HON WM apTepHalbHOW TPOMOOIMOOIHH
IIpHEM KOMOMHHPOBAHHBIX TOPMOHAIBHBIX KOHTPAIICHTHBOB HEOOXOAMMO IIPeKpaTHTh. B ciyyae
Havajla AHTUKOATYJISHTHOM Tepamum clefyeT HadaTh aJEeKBaTHYKO aJbTEPHATHBHYIO
KOHTpALIENIUI0 BO M30€KaHHE TEPATOTeHHOTO JICHCTBHA aAHTUKOATryJSHTHOM Tepamuu

(XyMapHHOB).
. Hapymenus kpoBooOpalleHHs.
Puck BO3HHKHOBEHHsI BeHO3HOiT TpoMb0o3Mbomu (BTI)

IIpuMeHeHre KOMOHHMPOBAHHBIX TOPMOHAIBHBIX KOHTPALIEITHBOB IMOBBIIAET PHUCK BEHO3HOM
tpoMOoaMObomuu (BTD) y nanmeHTOK, NPpUHUMAIOIIKAX HMX, IO CPaBHEHHIO C TEMH, KTO HE
IpUHEMaeT XaHHble npenapatsl. Ilpenaparsl, coaep:kamue JIEBOHOPrecTpesi, HOPreCTUMAaT
WIH HOPITHCTEPOH, aCCOLHHPOBAHbI ¢ HauMeHLIIAM pHckoM BTJ. /Ipyrue mpemaparsl,
Takde Kak /[uMHa, HMeIOT B JaBa pa3a 0oJiee BbIcOkMii puck. Pemenne o npuMeHeHHH
npenapara, He BXOASIIEro B CIHMCOK ¢ HauMeHbIHM puckom BT, ciaexyer mpuHHMaTh
TOJBKO nocje Geceant ¢ skenmunoit. Heo6xoqumMo yoeauThes, 4To oHAa moHHMaeT puck BTI
npu npueMe npenapara /(mmMua, kakoe BJIHAHHE HA Hero OKa3bIBAIOT HMEIOLHECH y Hee
¢akTOpBHI pHCKa H 0 TOM, YTO HaubGoAbmMUii puck pa3sutas BT orMedaercs B nepBbIi roj
npuMeHeHus mnpenapata. Kpome Toro, cymecrByloT JaHHBIE, COIJIACHO KOTOPBIM PHCK
NOBBIMIAETCA NpPH BO300OHOBJIEHHM HNpHeMa KOMOMHHMPOBAHHBIX TIOPMOHAJBHBIX
KOHTPAaIeNITHBOB MOCJIe NepephiBa B TeueHue 4 HeeJab U Ooee.

3arong BTO pa3suBaerca npumepHo y 2 u3 10 000 sxeHmuH, HeGepeMEHHBIX X HE IPUHAMAOIINX
KOMOMHHMPOBaHHbIE TOpPMOHANbHBIE KOHTpanenTuBel. OIHAKO WHAMBUAYAIBHBIA pHCK Y
JKEHIMHBI MOXKET OKa3aThCsl Topas3/io BBHIILE, YUUTHIBAsS UMEIOIHECS y Hee (aKTOphl pHUCKa (CM.
HIXKE).
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Cornacuo ouenke!, u3 10 000 sxermun, kotopsie npumersioT KI'K, couepxcanme JIPOCIIHPEHOH,
y 9-12 B Teuenue rozua pazsuBacrcs BTO (110 CpaBHEHHIO NPHOIHZHTENBHO € 67 KEHIUHAMH,
ucnonp3yromumu KI'K, copepaiyMu IEBOHOPreCTpeln).

B 06omnx ClIy4asX KOJIMUCCTBO BTD3 3a rog oka3pBaeTCd MEHBIINM, YeM KOJIMYECTBO, OKHAACMOC
BO BpEMs 6epeMeHHOCTI/I HIIn HOCJICpOIIOBBIﬁ HNCPHUO.

BTD MOXeT 3aKOHYMTHCS JETATBHBIM HCXOJ0M B 1 - 2 % ciy4aes.

Kosnuecrso ciay4daeB BT na 10000 xeHmuH B rog

KoauuecTBo
CJyyaes BT
\
12 4
10
8 4
6
4
2 2
0 T T A
He npumensarompe KT'K (2 cyuas) KT'K, cogepxampe KI'K, copeprxanye
neBoHoprectped (5-7 cayqaes) JpocnipeHoH (9-12 cnyuaes)

B oueHp peaKMX ciydasdx cOOOImATOCH O pPasBUTHH y maunueHTOK, npuauMaromux KIK,
TpoMOO30B JPyruX COCYJOB (Har[pHMep, [EYECHOYHBIX, ME3CHTEPUAIbHBIX, INOYEYHBIX HIH
PETHHAIBHBIX BEH H apTEpHid).

®akTopsl pucka passutus BT

PHcK pa3BUTHS BEHO3HBIX TPOMOOsMOoamueckux ocioxHeHud npu npuMeHeHnn KI'K moxer
3HAUUTENLHO BHIPACTH Yy JKCHIIMH C JOMOJHUTEILHBIMH (akTopaMHM DHCKA, B YaCTHOCTH, C
MHO)XECTBEHHBIMH (pakTOpamu pucka (cM. Tabnuiry).

I[Mpenapar JlumMua MPOTHBOMOKA3aH )XEHIIHHAM C MHOXKECTBEHHBIMH (haKTOpaMH PHCKa, KOTOpbIE
00yCTaBIMBAIOT IONAJAaHWE NAlMEHTKA B TPYIIy BBICOKOTO PHCKa pa3sBUTHSI BEHO3HOTO
TpoM603a (cM. paszzen «IIpotuBonokaszanusy). [Ipu Hanu4uK y sxeHITUHEI Gotee oaHOro (akTopa
pHCKa MOXET CIIOXKHTHCS CHTyallHs, IPH KOTOPOH PHUCK MOBBIIAETCS B OOJBIICH CTETIEHH, YEM
IpU IPOCTOM CYMMHPOBAHHUH MHIUBHIYATHHBIX ()aKTOPOB: B TAKOM CiIydae CIEAyeT YUUTHIBATh
obmmit puck pazputus BTI. Ecmu cooTHomenHe monb3a-pucK NpPH ONEHKE OKa3bIBAETCS
HeOnaronpHATHEIM, ot HasHauenus KT'K cnenyer otkasarscs (cM. pasaen «[[poTHBOMOKa3aHHs»).

1Takue 3HAYEHNs 4aCTOTHI NOMYYHIH IyTeM aHAIK3a COBOKY THOCTH JAHHBIX SIHIEMHUOIOTHIECKHX UCCIEJOBAHHIH,
WCTIONb3ys OTHOCHTE/bHBIE PUCKH JUIA Pa3HBIX TPEIapaToB B cpapHeHuH ¢ TakoBbM 1t KI'K, conepxammx
JIEBOHOPTECTPEIL.

2Menuana guanasona 5-7 Ha 10000 eHIIMHO-TET, OCHOBaHHAs Ha OTHocUTenpHOM prcke A KT'K, coxepxamux

JIEBOHOPIECTPENI, B CPABHEHUH C HE HCIIONB30BaHUEM, COCTABIISAET npu6nn3n¢ema~2‘3‘$‘p¢ J b p H
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Tab6auna: PakTopsl pucka passutus BTI

daxkTop pHCKa ITpumeuanne
OsxupeHue (MHIEKC MacCHl Tena C mosbirenneM UMT puck Bo3pacraeT
npespmaer 30 kr/m?) 3HAYUTEIBHO.

OueHb BaXHO YYUTHIBATh IIPH HAJIMYMH TAKXKE
JIpyrux GakTopoB pHUCKa.

JlnuTenpHas EMMOOHITU3AITHS, B Takux cHTyanmsx peKOMEHIyeTcs IPEKPaTUTh
OoOLIMpPHOE OTIEpaTHBHOE [pHMEHEHNe IUTAaCTHIPs/ TabIeTKH/KobLa (B
BMELIATENBCTBO, JIOObIE ClTydae IIaHOBOTO ONEPAaTHBHOTO BMEINATENLCTBA
OIepaTHBHbIE BMEIIATEIHCTBA B - HE MEHEe YeM 3a YeThIpe HeleNn) U He
00J1acTH HOT WK Ta3a, BO300HOBJIATH €r0 A0 UCTCUCHUS ABYX HEJEIb
HEWPOXHUPYPrHIECKUE ONEPAlHH | IIOCIIE IIOJTHOTO BOCCTAHOBJICHHUS ITOIBH)KHOCTH.
I OOIIMpPHBIE TPABMBI Yro6sl n30€XKaTh HeXeaTenbHOi 6epeMEHHOCTH,
MpuOeraloT K APyroMy MeToAy KOHTpaLEIIHH.
[Ipumeyanue: BpeMeHHas B TOM ciydae, ecii npueM npenaparta J[umua He
AMMOOHIIM3AIIHS, BKITFOYAsS ObLI IPEKpallleH 3apaHee, pacCMaTPHBAIOT
aBHAIEpeNeThI BO3MOHOCTE IPOBEICHUS aHTUTPOMOOTHUECKOH
IPOIO/DKUTEFHOCTHIO CBBIIIE 4 TEpaIHH.

YacoB, TAKXKE MOXET CTaTh
¢akTopoM pucka passutusi BT, B
0COOEHHOCTH Y JKEHIIUH C
JOMOTHHUTEILHBIMH (aKTOpaMu

pHcKa

OTsroimeHHbIH ceMeHHbIH Eciu BO3HUKAET MOAO3PEHUE O HACIEACTBEHHOM
aHaMHe3 (CJIyJau BEHO3HOH IIPEIPACIIOIOKEHHOCTH, KEHIHHA JOJDKHA OBITh
TpoMO0IMOOITHH Y OMIKaRIINX HalpagpieHa Ha KOHCYJIbTAIIMIO K CIIEHAIUCTY JI0

POICTBEHHHUKOB — Oparta, CECTPhl, | MPUHSTHS PELICHHS 00 UCTIOIB30BaHUH THO60T0
poauTens, 0COOEHHO B KT'K

OTHOCHTEJIEHO MOJIOJIOM BO3pacTte,
T. €. 10 50 ner).

JIroOBle MaToNOTHH, OHxkonoruyeckoe 3abo0jIeBaHHe, CACTEMHAs
acconuupoBaHHble ¢ BTD KpacHasi BOTYaHKa, FEMOJIMTUKO-YPEMUYIECKHUN
CHHPOM, XPOHUYECKOE BOCHIAIUTEIHHOE
3abosyieBaHie kumeuyHuka (6one3ns KpoHa v
SI3BEHHBIH KOJIUT) U CEPIIOBHIHO-KIETOYHAS
aHeMHs

Bo3spact Ocobenno nocne 35 jer

Her eauHOro MHEHHS O BO3MOXHOW pPOJIM BapHUKO3HOIO pacHIMpeHHs BeH U TpomOodiiebura
IIOBEPXHOCTHBIX BEH B Pa3BUTHH WIH IPOTPECCHPOBAHUH BEHO3HOTO TpoMbo3a.

Crnegyer yuuThIBaTh NOBBIIEHHBIA PUCK pa3BUTHA TPoMO03MOO0IMH BO BpeMs OEpeMEHHOCTH U
ocobeHHO B mepBble 6 Helenb mociepoaoBoro nepuoaa (cM. pasuaen «lIpuMeHeHue npu
OepeMEHHOCTH U B IEPUOJ IPYAHOIO BCKAPMITHBAHHSI).

Cumunromsl BT (Tpom603 riay6oknx BeH H TpoMO603MO0/1us 1erouHoii aprepun)

JXKeHIUHBI JOKHEI OBITH MTPOMH(POPMHUPOBAHEI O TOM, YTO B CIIy4ae BOSHHUKHOBEHHS CHMIITOMOB
MM CJIElyeT OOpATUTBCA 3@ HEOTIIOKHOU MEAUIMHCKON IIOMOIIBIO B COOOIIUTE MEIUIMHCKOMY
paboTtHuky o npumeneHun KI'K.
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- OIHOCTOPOHHH OTEK HOT /MM CTYIIHEH, HIIA OTEK BJIOJIb BEHBI HOTH,

- BoJk WK 60JIE3HEHHOCTH B HOTE, KOTOpas OMIyLIAETCs TOJBKO B IOJOXKEHHH CTOSA HIIH BO
BpeMS XOJBOBHI;

- [ToBbIIEHNE TEMIIEPATYPhI TOPAXKEHHON HOTH; IIOKpPAaCHEHHE MIM H3MEHEHHE IIBETA KOXKHU
HOTH.

CuMITOMBI TpoMG03MO0IHH Nerounoi aprepun (TOJIA) MOryT BKIIIOYaTh B CeOs:
- BHe3anHo HaYaBUIyIOCs OECIIPHYMHHYIO OJBIIIKY MJIH YaCTO€ JAbIXaHUE;

- BHe3anHbIi Kamens 6e3 04eBHIHOM MPUYHUHBL, MOXET OBITh C KPOBBIO;

- Octpyto 601b B IrpyaH;

- BEIpaXXeHHYIO JTypPHOTY M TOJIOBOKPY)KEHHE;

- YacToe Wi HEPUTMUYIHOE CepALeOUeHHE.

HekoTopble U3 MPHUBEAEHHBIX CHMIITOMOB (HalpUMeD, OBILIKA, Kallle)Ib) HECTIEU(QUIHbL H MOTYT
ObITh OMHMOOYHO TMPHHATHI 3a OOJee PacIpOCTPAHEHHBIC HIH MEHEE TDKCIbIe IaTONIOTHH
(HanpuMep, HH(EKIHOHHBIE 3a00IeBaHMs IbIXaTeIbHBIX ITyTEH).

IIpourie NpHU3HAKA 3aKYIIOPKH COCYZOB MOTYT BKJIIOYAaTh B cebs BHE3alHyrO 0ONb, OTEK H
c1abOBBIPAXEHHBIH HAHO3 KOHEYHOCTH.

B ciy4ae pa3sBuTHs 3aKyIIOPKH COCYJIOB B IJIa3y CHMIITOMBI MOI'YT BaphHPOBATh OT HEYETKOCTH
3penus (6e3 GOJNEBBIX OUIyINEHHUI) 10 (IPH IPOTPECCHPOBAHUH) MOTEPH 3peHHs. B OTAENBHBIX
CIIyqasX IOTeps 3pSHUS MOXKET Pa3BUTHCA IIPAKTUYECKHU Cpasy.

PHCK pa3sBHTHSA apTEepHAILHOIM TpoMboIMbonH (ATI)

Pe3ynbTaTsl 3MHAEMHOJOTHYECKHAX HCCIeNOBaHMH Mo3BoMMIH cBsa3aTh mpumeHeHne KI'K ¢
NIOBLIIICHHBIM PHCKOM Pa3BHTHS apTepHIbHOM TpomGosMOonuH (MH(ApPKT MHOKapia) MM
HapyIIEHHEM MO3TOBOr0 KpoBooOpamneHus (HalnpuMep, TPaH3UTOPHOE HapyIIEHHE MO3TOBOIO
KpoBooOpainenus, HHCYIbT). Ciiydan apTepHanbHOH TpoMO03IMO0IMK MOIYT MMETh JIETATBHBIA
UCXOJ.

®dakTophl pucka pazsurusa AT

Puck pa3sBuTHSA apTepHANBLHBIX TPOMOOIMOOIMYECKUX OCIIOKHEHHUHN MM HApYIICHHA MO3TOBOIO
kpoBooOpamenus npu npuMeHennn KK Bo3pacraer y >keHmUH ¢ (akTopamMH pHCKa (CM.
Tabnuny). [Ipenapar JlaMua NIpOTUBOMOKA3aH XKEHIIMHAM ¢ OXHAM CEPhe3HBIM (paKTOPOM PHCKA
HJIH MHOXECTBEHHBIMH (hakTopamu prcka pa3Butusi ATI, koTopsie 00ycIaBIMBalOT NONagaHHEe
MalMEHTKH B TPYIIy BHICOKOIO PHCKAa pPa3BUTHS apTepHalbHOro TpoMbo3a (CM. paszien
«IIporuBonokasanus»). Ilpn Hamuuuu y >KEHIIMHBI Ooliee ONHOTO (aKTopa PHCKa MOXET
CIIOXKHTBCS CHTYaIs, IIPA KOTOPOH PHCK NOBHIIAETCS B OOJNBINEH CTENEHH, YEM IIPH MPOCTOM
CYMMHPOBaHHH HHAUBHAYAIBGHBIX (PaKTOPOB: B TAKOM CIIydae CJIeAyeT YIUTBIBATH OOLIHMH PHCK.
Ecnu cooTHOIIEHHE MONb3a-pHCK IPH OLIEHKE OKa3bIBAETCS HEOIArolnpHATHBIM, OT Ha3HAYEHHS
KI'K cnenyer otkaszatbes (cM. paszen «lIpoTuBonokazaHus»).

Tabanna: ®akropsl pucka pa3zsutus ATI

DdakTop pucKa Ipumeuanne
Bospact Ocobenno nocie 35 et
Kypenue XKenmuuam, xenaroumm npuMerats KI'K,

PEKOMEHIYIOT OTKa3aThCs OT KypEeHHS.
XKeumunam crapie 35 €T, He OTKa3aBIIUMCS OT
KypeHHsl, HACTOSTEIEHO PEKOMEHTYIOT BHIOPaTh
JIPYTHE METObI KOHTpALCTIIYH.
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ApTepuayibHas THIIEPTEH3US

Oxupenue (MHIEKC MACCHI Tea
npesbmaeT 30 Kr/m?)

C nossinenneM UMT puck Boszpactaet
3HAYUTEIHHO.

D10 0cOOEHHO BaXKHO JUIsA )KEHIIHH C
JONOJIHATENEHBIME (paKTOPaMH pHCKa.

OTSAromEeHHBIA CEMEUHBINA
aHaMHe3 (ClIy4aH apTepHaIbHOM
TpoMO03MOOITHH y GIIHKARIIHX
POICTBEHHUKOB — Opata, CECTPHI,
ponutens, ocOGEHHO B
OTHOCHTEJIFHO MOJIOZIOM BO3pAacTe,
T. €. 10 50 ner).

Ecnu BO3HUKaeT IIOOO3PCHUEC O HAaCJICICTBEHHOM
IpeApacoNOXKCHHOCTH, KCHIHHA NOJDKHA OBITH
HampasJIEHa Ha KOHCYJIBTAIlUIO K CIICITHATTUCTY pi (o]
IIPUHATHS pCIICHUA 06 HCII0/IB30BaHUH JTIOOOTO
KI'K

Murpesb

IMoBBIIICHHE YaCTOTHI MM CTEHIEHH TSHKECTH
murpenu Bo Bpems npumeHeHHs KI'K (aro moxer
OBITH IPEJBECTHUKOM HapyIICHUS MO3TOBOTO
KpOBOOOpAIIIeHHs) MOTYT CTaTh IPUYMHOMA JUIA
HeMeJICHHOM OTMEHBI Ipenapara.

JIxoOBIe cocTOSHUS,
ACCOILHHPOBAHHEIE C
HEXeJIATEIbHBIMH COCYANCTBIMHU
SIBJICHUSIMH.

CaxapHblii quabeT, THIeproMOLUCTCHHEMHS,
NOPOK cepana u GuOpHIUIALNUS NIpeICEpAnH,
JIMCITAIIONPOTEMHEMHS U CHCTEMHAs KpacHas
BOJTHAHKA.

Cumnoromsl ATI
JXeHIMHBI JOJDKHEI OBITh TPOUH(YOPMHUAPOBAHEI O TOM, YTO B ClIy4ae BOSHUKHOBEHHS CUMIITOMOB
UM CJIeflyeT OOpaTUTHLCS 32 HEOTIOKHON MEJUIMHCKOM IIOMOIIBIO B COOOIMTH MEAUIIHHCKOMY
pabotHuKy 0 mpuMmeHeHnu KI'K.
CHMIITOMBI HapyIIEHHA MO3TOBOrO KpOBOOOPAIleHAs MOTYT BKIIIOYATh B ce0s:
Bresannyo ¢1aboCcTh WM OHEMEHHE JINNA, PYKH MM HOTH, OCOOEHHO C OXHOW CTOPOHBI

Tena,

BHe3annble CIIOXKHOCTH npu XOI[BGC, TOJIOBOKPYXCHHE, IIOTEPIO paBHOBECHUSI HIIH

KOOpAHHAIIUH,

BHe3anHo BO3HHKIIYIO CIYTaHHOCTh CO3HAHUS, HAPYIIECHHUS PEYH MM BOCIIPHATHSA PEYH;
BuesanHoe HapylleHue 3peHust B OJHOM MM 000HX IiIa3ax;

BHe3anHy10, BBIPAXXCHHYIO HITA JUTUTCIIBHYIO I'OJIOBHYIO 6011b 06€3 U3BECTHBIX IIPpHYHH,

[otepro co3HaHusi UM OOMOPOK € CyJOpOraMH HiH Oe3.
BpeMeHHbIM XapakTep CHMIOTOMOB IO3BOJISET IMPEATNIONOKHTE TPAH3UTOPHYIO HIIEMHYECKYIO
ataky (THA).

Cumnroms! uedapkta Muokapaa (M) MoryT BKIIIOYaTh B ce0s:
Bonb, auckoMdopT, DaBIeHHE, TAKECTh, OIIYHICHHE CTECHEHHS HIIM IIEPEIONHEHHS B

TpyZAH, B pyKe WU 3a IPyAUHOMN’;

JuckoMopT ¢ Hppaauanueii B CHHHY, HIDKHIOK YEIIIOCTh, TOPIIO, PYKY, KEIyA0K;
OmymeHune nepenoaHeHns, HapyIICHUs MUIIEBAPEHUS M yIyIIbs;

IToTnMBOCTH, TONIHOTY, PBOTY UJIH FOJIOBOKPYKECHHE;

Kpaiinmoio creneHs cnabocTH, TPEBOXKHOCTD HIIH OJBILLIKY;

YacToe umu HEpUTMUYHOE cepALeOUcHue.

Onyxomu

B HEKOTOpBIX SIHIEMHOJIOTHYECKHX HCCIEJOBAHHAX COOOMIAIOCh O MOBBIUCHHOM DPHCKE

PasBUTHA paka Ireiku marku npu jmurensHoM npueme KOK (> 5 ner). Onxako coXpaHsoTcs

[IPOTHBOPEYHS. OTHOCHTENBHO TOrO, B KaKOH CTemneHu 3f1g_1ieléwgmennx CBSI3aHBI C IOJIOBBIM
c
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MOBeJCHHEM M OpYyrUMH (aKTopamy, HalpuMep, WHQUUMPOBAHHEM BHPYCOM IIAHILIOMBI
venoeka (BITY).

CorylacHO pe3yIbTaTaM MeTaaHalu3a MO NAHHEIM 54 SNHIEMHONOTHYECKHX HCCIIeIOBaHUM,
CYIIECTBYeT HEe3HAUMTEIHHO MOBBILUEHHBIH OTHOCHTENbHBIH puck (OP = 1,24) pa3BuTUs paka
MOJIOUHOH JKele3bl y keHmuH Ha Qome mpuema KOK. Ha mporsokenmu 10 mer mocre
npexpamenus npueMa KOK NOBBIIIEHHBIH PHCK IMOCTENEHHO HCYE3acT. ITockoneKy pax
MOJIOYHOM JXeJie3bl Y JKeHIUH 10 40 JIeT BCTpeYaeTcs peaKo, JOMONHHTEIBHOE YUCIIO CIIy4acB
paKa MOJIOYHOM >Keie3bl, AHArHOCTHPOBAHHBIX Yy IMAIMEHTOK, HOCTOSHHO NPMHHMAIOMMX H
HenasHo HayaBmux mpueM KOK, HeBenMKo o OTHOLIEHHIO K CYMMapHOMY PHCKY Pa3BUTHS paka
MOJIOYHOM Keje3bl. OTH HCCIIEAOBAaHHS HE MPEACTaBHIIM J0Ka3aTeNbCTBO INPHIHHHO-
CIIeCTBEHHOM cBsi3u. OTMEUeHHBIE 0COGEHHOCTH MOBBIICHHUS PUCKA MOTYT OBITh O0YCIIOBIICHEI
Goee paHHell MMATHOCTHKOM paKa MOJIOYHOM Xele3bl y TanueHToK, nmpuauMmaiommx KOK,
6uonornyeckumu >dpdekramn KOK umm couetaHuem oboux ¢akropos. PakoBeie Ommyxoiu
MOJIOYHOM KeJe3bl Y MalMEeHTOK, Korna-mu6o npunumasimux KOK, xak npamio, Obud MeHee
3ayIMEeHHBIMHA KIMHUYECKH, YeM Y JKEHIMH, HUKoraa He npuHuMaBmux KOK.

B penxux ciyyasx y xkenmuH, npuaaMabummx KOK, 6sutH oTMedeHBI J0OpOKaYeCTBEHHBIE U, CIIIe
pexe, 3I0KAUeCTBEHHEIE OIYXOJIH IIeUeHH. B OTAENBHBIX CllydasX TaKHe OIyXOJIH IPUBOAUIH K
BHYTPHOPIOIIHEIM KPOBOTEUEHHAM ¢ YIpo30ii xu3Hd. Y xxeHiuH, npuruMaromux KOK, B ciyyae
CHIBHOM OONM B BepXHEH 4YaCTH >XHMBOTA, YBEIMYCHMS IICYCHH WJIM HAJMYUA TMPH3HAKOB
BHYTPHODIOIIIHOTO KPOBOTEYEHHS, B pamkax JubdepeHIHaNbHOM JHArHOCTHKH —CIEIyeT
paccMaTpHBaTh OIyXOJIb IEYEHH.

IIpuem BhIcoKomo3upoBaHHEEX KOK (50 MKr STHHHJISCTPAJMONA) CHIDKAET PHUCK Da3BHTHS
3HIOMETPHOHJHOTO paKka M paka SMYHHKOB. [IpUMEHMMOCTH 3TOTO HaOMIONCHHS K
Hu3kono3zupoBanHEIM KOK TpebGyer noarsepxaeHus.

. Jpyrue cocTosHus

JlenpecCHBHOE HACTPOSHHE M JETPECCHS SBISIOTCS M3BECTHOM HEXKENATEIBLHON peakuued npu
IPHMMEHEHHUHM TOPMOHAIBHEIX KOHTpauenTuBoB (cM. paszpen «Ilobounoe nercteuer). Jlempeccus
MOXET OBITh CEPbE3HBIM pacCTPOMCTBOM H  SBIAETCH H3BECTHBIM (AKTOPOM pHCKa
CYMIIMIAIBHOTO MIOBEAEHHS U CyHIH/a. JKeHIIHAM cl1eyeT IOCOBETOBATh OOPATUTECS K CBOEMY
Bpady B CiIydae MOSBJICHHS H3MCHEHUI HACTPOCHHUS U JAEIPECCHBHBIX CHMIITOMOB, B TOM YHCIIE,
BCKOpE IOCJIe Hayasa JICYeHHUS.

[TporecTHHOBLI KOMIIOHEHT HACTOSIIEro MperapaTa SBISETCS AHTAarOHHCTOM aibJOCTEPOHA,
CIIOCOOHBIM 3aJIep)KUBaTh Kaiuid. B OOJNBIIHHCTBE CilydacB YBEIMYEHHs COJACPIKAHHS Kaiusg B
CHIBOPOTKE KpOBH He oxumaercs. OOHAKO B KIMHAYECKOM HCCIIENOBAHHH Y OTIEIBHBIX
HAUEHTOB C MOYEYHOM HEJOCTATOYHOCTHIO JIETKOH M CpefHeH CTEeNeHH TSKECTH Ha (oHe
OJHOBPEMEHHOT0 NPHUMEHEHUs KanuicOeperaromyx JEKapCTBEHHBIX IPENapaToB COJAEpKaHHe
KaJIis B CHIBOPOTKE KPOBH HE3HAYUTEINHHO, HO YBEIMIMBAINCH IIPH IIPUMEHEHHH APOCIIMPEHOHA.
Takum o6pa3zoM, peKOMEHIyeTCs KOHTPOIHPOBATH COINEp)KAHUE Kalusl B ChIBOPOTKE KPOBH B
HEPBHIH UK IPHEMA Y HAIUEHTOB C IOYSYHOH HETOCTATOYHOCTHIO M 3HAUCHUSAMH COEP)KaHHSA
KaJus B CHIBOPOTKE KPOBH IO JIEUEHHS Ha BEPXHEH rpaHulle HOPMBI, B 0OCOOEHHOCTH Ha (oHe
OJIHOBPEMEHHOTO MpUMEHEHHs KaiuiicOeperaiolux JeKapCTBEHHbIX MpenaparoB. CM. Takxke
pasnen «B3auMoneHcTBHE € IPYTUMH JIEKAPCTBEHHBIMHU CPEACTBAMHE ).

V EHINMH ¢ THIEPTPHUIJIMLEPHAEMHEH UM CEMEHHBIM aHAMHE30M IMIIEPTPUTITHICPHASMHH TIPH
npueme KOK cremyer yauTHIBaTh BO3MOXKHBIH ITOBBIIIEHHBIH PUCK Pa3BUTUS IAaHKPEATHTA.
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Xots y MHorux >xeiqud, npuHEMalomux KOK, Obuto oTMedeHo HeOOJIBINOE TOBHIIIEHHE
apTepUATBHOTO JABJICHHS, KIIHHAYECKH 3HAYMMOE [IOBBIIICHUE OTMEYAETCS PEAIKO, Hemennennoe
npexpamienre npuMeHenns KOK onpapiano numib B TaKHX PENKAX CIy<asX. Ecnu BO BpeMs
npuema KOK y jKeHIMH ¢ MMEIOLIEHCA apTepUaNbHON IHNepTeH3HeH 3HAUeH s apTepHanbHOro
JaBJIeHAS MOCTOSHHO IOBHIIEHBl WJIM IpPU 3HAYMTENBHOM POCTE HE CHMKAIOTCA B OTBCT HA
runotensuHyio tepanuo KOK momkHs! 6bITE OTMeHEHBL [0 HEOOXOMMOCTH NpHEM KOK
MOJET OBITh BO30OHOBJIEH, €CIIM C IIOMOINBIO THIIOTCH3UBHOH TEpanvH YyJIaloCh IOCTHYB
HOPMAJIGHBIX 3HAYEHHUH apTepHaIbHOIO JaBJICHHUS.

Coofmanoch 0 pasBHTHH MM TporpeccupoBaHuu mnpu GepemenHoctn u mpueme KOK
CIIeYIOIMX cocTosHuM (oaHaKo cBs3b ¢ nprueMoM KOK ybenutensHO He [OKa3aHa): XKeNTyXa
/YA 3y, CBA3aHHBIE C XOJIECTA30M; KaMHH B XKETYHOM ITy3bIpe; MOpGHpHst; CHCTEMHAs KpacHas
BOTYAaHKA, TI'E€MOJMTHKO-ypeMHYecKkuif cHHApoM; Xoped CuieHrama, repmec BO BpeMs
6epeMEHHOCTH; TIOTEPS CIIyXa, 00yCIOBIEHHAsS OTOCKIEPO30OM.

VY XKEHIIUH ¢ HaACJIECICTBEHHBIM AQHTMOHEBPOTHYCCKHM OTCKOM 3K30I€HHBIC 3CTPOI€HBI MOIYT
HHAYLHPOBATh HIIH YCHIINBATh CHMIITOMBI QHTHUOHEBPOTHYICCKOI'O OTCKA.

OcTpble WM XpOHHYECKHE HapyIleHHs GyHKIMH [edeHd MoryT notpe6osars ormeHsl KOK mo
Tex I0p, OKa MoKa3aTeld (yHKIUM [IEYeHH He BepHYTCS K HOpMe. PenuauB xonecTaTnyeckou
KEJITYXH W/WIH CBS3aHHOTO C XOJIECTa30M 3yJa, KOTOphl€ BO3HMKAJIH paHee BO BpeMs
GepeMEHHOCTH HJIM BO BpeMs IIPEIbIIYLIErO PHEMA MOJIOBBIX CTEPOMIHBIX TOPMOHOB, TpebyeT
npekpamenus npuema KOK.

Xota KOK Moryr BiusaTh Ha nepudepudeckylo HHCYJIHHOPE3UCTEHTHOCTh M TOJICPAHTHOCTD K
[IIIOKO3€, JJaHHBIE B IOJIB3Y HEOOXOMUMOCTH H3MEHEHHUS TEPANEBTUICCKOIO PEXUMA Y MAllHEHTOK
C caxapHBIM AuaGeToM, NpHHMMaromux Hu3koxosupoanHsle KOK (comepxar < 0,05 mr
STHHHII3CTPAJMOJIa), OTCYTCTBYIOT. TeM He MeHee, )KEHINUHBI C CaXxapHbIM AHabeTOM JIOJDKHEI
TINATEILHO HAOIOAAThCs, 0COOCHHO Ha paHHeM dTane npueMa KOK.

Coo0manocs 0 MpOrPecCHPOBAHMH DHIOTEHHON NEIpPEeccHH, Smuiiencud, 6one3sd KpoHa u
SI3BEHHOTO KoJuTa Ha ¢oHe npuema KOK.

HHorma MOXeT pa3BHBAThCsA XJ0a3Ma (0COOEHHO y XKEHIINH C XJI0a3MOii Bo BpeMs 66pEMEHHOCTH
B aHaMHe3e). IlaMeHTKaM CO CKJIOHHOCTBIO K XJIoasMe clefyeT wu3berars BO3ACHCTBHA
COJIHEYHBIX JTydel WiH yibTpadroieToBoro uanydenus Bo Bpems nmprema KOK.

MegI/IgI/IHCKOC 06cneg0BaHHe/ KOHCYJIbTallAA
I[O Hadajla NpUMCHCHHUA WK IIOBTOPHOIO Ha3sHA4YCHHUA IIpCIiapara HI/IMI/Ia CJIICAYCT IMPOBCCTH

TINATENbHBIN COOp aHamHe3a (BKJIOYas CeMeHHBI aHaMHe3) M HCKIIOYHTh OEpEMEHHOCT.
Cnenyer uW3MepHUTh apTepHalbHOE [aBICHHE, NPOBECTH (U3MKaibHOE 0OCIeoBaHuE,
PYKOBOJCTBYSICh HH(bOpMaIHel 0 IMPOTHBOIOKa3aHHsX (CM. paszaen «[IpoTHBOMOKa3aHHA») M
0cOOBIX yKa3aHHSX W Mepax IMPeAOCTOPOXKHOCTH (cM. pazfen «Mepsl IPeaOCTOPOKHOCTHY).
BaxxHo 06paTHTh BHUMaHHE JKCHIIWHBI HA PUCK BO3HUKHOBEHHS BEHO3HOIO H apTepHAIBHOIO
TpoM003a, BKIIIOYAs PHCK OT MpHMeHeHUs npenapata J[umua no cpasaenuio ¢ Apyrumu KI'K, Ha
cuMnTombl BTO u ATO, a Takke Ha yCTAHOBJICHHBIE (PaKTOPHI PHCKa M IPEINPHHAMACMBbIE
JIeACTBHS B CITy4ae MOJ03PEHHUS Ha pa3BUTHE TpoMbo3a.

Heo6xo1uMo, 4TOOHI XKEHIHMHA BHUMATEIBHO MPOYWIa JUCTOK-BKIAABII ¢ MHGOpMaIMeR Iyist
IalyeHTa M Clie[oBajia MPEeICTaBJICHHBIM B HEM peKOoMeHJalmsaM. YacTtoTa W BHJ OCMOTPOB
JOJKHBI OCHOBBIBATECA HA Pa3pabOTAHHBIX MPAKTHYECKUX PEKOMEHAAIUAX C UX aJanTalyed Ui
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Cnenyer mpeaynpeIuTh XKEHIUAY, YTO TOPMOHAIbHbIE KOHTPALCITHBEI HE 3ALIMIIAIOT OT BHY-
unexnun (CIMA/{a) 1 npyrux 3aboneBaHuii, EPESAAIOIIUXCS IOIOBLIM IIYTEM.

Cumxenne 3@ dexTHBHOCTH

SddextrsrocTs KOK MOXET CHHXATBCA B CIIydae IPOIycKa IPHEMa aKTUBHBIX TabIeTOK (eMm.
pasgen «Cnoco6 mpuMeHEeHHs H HO03BI»), PACCTPOMCTB €O CTOPOHBI JKEITYyAOYHO-KHMIIEYHOTO
TpaKTa B IEPHOJ IIpHEMa aKTHBHBIX TabeTok (cM. pasaen «Croco6 NpUMEHEHHs U J03b1») HITH
IpH CONMYTCTBYIOIIEM MPHUMEHEHHMH JPYTHX JIGKAPCTBEHHBIX IIpemaparoB (CM. paszen
«B3anMoeicTBHE C IPYTHMHE JICKaPCTBEHHBIMH CPEICTBAMU ). :

CHinkeHre KOHTPOJIA UK

Ha ¢one npuema KOK MoryT otMedaThes Hepery IspHble KpOBOTCUEHH (MaXyIIIHE KPOBSIHUCTHIE
BBIJENICHUS WIH «IPOPHIBHBIE» KpPOBOTEYEHMS), OCOOEHHO B TEYCHHE IIEPBBIX MECAICB
npumeHeHus. [lo 3TOM NpHYMHE OIEHKa JIOOBIX HEPEryJIPHBIX KPOBOTCYCHHH SABISAETCS
3HAYMMOM TOJILKO TOCIIE TIEPHOA aJallTalli i, COCTABIIAIOMIETO IPUOIU3HTENBHO TPH IMKIIA.

Ecnu HeperynspHble KpOBOTE€UEHHS IOBTOPSIOTCS WM PAa3BHBAIOTCA IIOC/IE MPEALIECTBYIOMIHX
PETYISPHBIX IHKJIOB, CJIEAyeT HCKIIOYUTh HETOPMOHAIBHBIE NPHYMHBI C IPOBEICHHEM
COOTBETCTBYIOIMX JHATHOCTHYECKHX MEPONPUATHHA [UI1 HMCKIIOYEHHsS 3JI0Ka4eCTBEHHBIX
HOBOOOpa3oBaHui Wi GepeMeHHOCTH. OHU MOTYT BKJIIOYATh JHATHOCTUYECKOE BHICKAOIMBaHUE.

VY HEKOTOPHIX JXCHIIMH KPOBOTEYECHHE «OTMEHBI» MOXKET HE pa3sBUBATBCS BO BPEMs IMpHEMA
tabnerok mmnane6o. Eciu KOK nmpuHMMamich coriacHO yKasaHHsM, OIMCAHHEIM B pasfele
«Croco6 mpUMEHEHHs ¥ J03BI», TO MAIOBEPOSTHO, YTO Y JKEHIIWHBI HACTYNIUT 6EPEMEHHOCTD.
TeM He MeHee, eClTd A0 IEPBOTO OTCYTCTBHUA KpoBoTeueHHs «oTMeHb» KOK npunuManuce He B
COOTBETCTBHH C WHCTPYKIMEH WM OTCYTCTBYIOT MOIPSJ ABa KPOBOTEUCHHS «OTMEHBI», TO IO
nponomkenus npueMa KOK nomkHa 6bITh HCKIIIOUEHa 6€pEMEHHOCTS.

IloBbnnienne akTuBHOCTH AJIT

B Xoze KIHHHYECKHX MCCIIENOBAHHI C yYacTHEM MAIIMEHTOK, OTydJaBIINX [0 TIOBOAY HHQEKIHH
Bupyca rematuta C oMOHTacBUp/IapUTanpeBUp/PATOHABHD U HacabyBUp ¢ pubaBUPHHOM HIIH O€3
HETO NOBHIIIEHHE aKTHBHOCTH TpaHcaMuHa3b! (AJIT) Gonee yem B 5 pa3s B CpaBHEHHH C BEpXHEH
rpanuieit HopMel (BI'H) 3HauuTENBHO Yallle 0TMEYAIOCh Y )KCHIIMH, IPUHUMABIINX IIpeNaparkl,
coJIepKaIie ITHHIIISCTPAINOI, HalpuMep, KOMOUHUPOBAaHHBIE TOPMOHATIBHBIE KOHTPALICHI THBEL
(KT'K) (cm. pasgensr «[IpoTuBonokazanus» u «B3auMojeiicTBHE C APYTUMH JIEKAPCTBEHHBIMH
CPEICTBAMHU ).

BcnoMorarensHbIe BENIECTBA

1 aktuBHas TabneTka, IOKpPHITas IUICHOYHOW 000JIOYKOH, cozepxuT 48,53 Mr NaKTo3bI
MOHOTH/IpaTa, a 1 HeaKTUBHAsA TabJIETKa, IMOKPBITAsA INIEHOYHOH 000JI04YKOM, coepxuT 37,26 Mr
nakTo3bl O6e3BogHOU. IlamueHTaM ¢ penkoidl HACIEACTBEHHON HENEPEHOCHMOCTBHIO TalaKTO3bl,
MIOJTHOH JTaKTa3HOH HENOCTATOYHOCTHIO MM MaiibabcopOimed rFOKO3BI-TaIaKTO3bl HE CIexyeT
IIPUMEHSATH 3TOT JICKAPCTBEHHEIH Ipenapar.

Tabnerku-mnane6o coxepkar KpacHTENb «COJIHEYHBIH 3aKaT JKEITHI», KOTOPBIH MOXeT
BBI3BIBATH AJIEPTUYECKUE PEAKIIUH.

JlaHHBIH JIEKapCTBEHHBIM INpemapar COACPXKHUT JenuTHH coesBbli — 0,07 mr B 1 TtaGnetke.
IManueHTH ¢ THIEPYYBCTBUTEIFHOCTHIO K apaxucy HJIH COE€ HE [OJDKHBI MPUHAMATH I3TOT

JIEKapCTBEHHBIN IIpenapar. pogy
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BinsiHMe Ha CIOCOGHOCTH K YNpPaB/JeHHIO TPAHCHOPTHBIMH CPeICTBAMH H Ha palory ¢
MeXaHH3MaMH:

HccnenoBaHus BIMSHHUSA TpenapaTa Ha CIOCOOHOCTh YIPaBIATh TPAHCIIOPTHBIMU CPEICTBAMH
HIH paGoTaTh ¢ MEXaHW3MaMH He poBoauiuck. Cpenu xkeHiuH, npuauMaromux KOK, ve 6510
ot™eueHo BusHAs KOK Ha ciocoGHOCTS yIIpaBiIsTh TPAHCIIOPTHBIMHU CPEICTBAMH HIIM paboTaTh
C MEXaHU3MaMH.

YnakoBka

24 Tabnerku u 4 Tabnerku miane6o B 6mucrepe (IMIBX/TID/TIB/IX — amomunuesas ¢onera).

1 unu 3 GucTepa ¢ MPUIOKEHHOW HHCTPYKIUEH 110 METULIMHCKOMY IPHMEHEHHIO B KAPTOHHOM
KOpoOke. B KapTOHHYI0 KOPOOKY BJIO)KEH KAPTOHHBIM INTOCKHH (yTIsp M1 XpaHEeHHs OuCTepa.

YciioBHS XpaHeHHS

XpaHuTh npu TeMmueparype He Bboime 25 °C, B OpUTHH&JIBHOM yNaKOBKE MAJS 3alUTHl OT
BO3ICHCTBHUS CBETA.

XpaHHUTh B HEIOCTYITHOM JAJIA A€TEeH MecTe.

Cpok roanoctu
2 rona.
He npuMeHATH oc/ie HCTEYSHHS CPOKa F'OAHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YciaoBus oTmycka
Ilo penernry.

HNudopmanus o npousBoauTeie
OAO «I'epeon Puxtep»
1103 bynanemwr, yn. Jlémpén, 19-21, Benrpus

KoMnanus, npeAcTaB/IfdI0masi HHTEPeChl IPOU3BOANTEIS H 3asSiBHTEJIN:
OAO «I'eneon Puxtep»
1103 Bynanemrt, yn. JIiémpéu, 19-21, Berrpus

/
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Tenedon ropsiueit muaum (3BOHOK OecrutaTHbI): 7-800-555- 00771 s M
OnexTpoHHEIH axpec: drugsafety@g-richter.ru b
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