CocrTaB

Oeticmsyrwuw,ue sewecmaa: drospirenone, ethinylestradiol;

1 6ucTep comepxkuT 28 TabneTok (21 akTMBHOE TabJIETKy PO30BOTO IIBETa U 7
TabsieToK miaalebdo 6esioro 1IBeTa);

1 TabneTka, MOKpHITast 000JI0YKOM, PO30BOTO IIBETA COOEPKUT ApocnupeHoHa 3,0 MT u
sTuHUNsCcTpaguona 0,02 mr;

8cnomozamesibHble ewecmad: 1akKTo3a, Kpaxmall KyKypy3Hbid, nosunoH K-30,
HaTpus KpocKapMesno3a, monucopbart 80, maruus creapat, Opadry II po3oBhIit
(TOMU3TUNEHTIUKOIb, IIOTUBUHUIIOBEIY COUPT, TUTaHa auokcup (E 171), Tansk,
Kene3a okcup xenTeid (E172), xkKene3a okcun KpacHeiv (E172), xKeie3a OKCHUT
yepHbil (E172));

1 TabneTKa, MOKpHITast 000JI04KO0, 6es1oro mpeTta (1aiedo) COmepPKuT;

gcnomozameibHble 8euiecmaea: nakto3a, noBuaoH K-30, maraus cteapat, Opadry II
Oenbiil (CIIUPT IIOJITMBUHUJIOBLIN (TMAPOIN30BAHHLIN YacTh), TUTaHa auokcup (E 171),
Makporon 3350, tanek (E 553b)).

JIekapcTBeHHasi ¢popMa

TabneTKu, MMOKPHITHIE TIJIEHOYHOM 000JI0YKOM.
OcHoBHble (pu3uko-xumuyeckue ceoticmaa:

AkTuBHBIE TaOIETKM: KPYTJyble TaOJIEeTKU, TOKPBIThIE IJIEHOYHOU 000JI0YKOU, PO30BOTO
IIBEeTa.

TabneTku nnauebdo: Kpyriable TabIeTKYU, ITOKPHITHIE IIJIEHOUYHOM 000JI094K0M, 6€J10T0
I[BETA.

dapMakoTepaneBTHYECKasi IpyImna

I'opMoHanbHBIE KOHTPALUENTUBHI OJIsI CUCTEMHOTO ITPpUMeHeHus. [IPOCIIUPEHOH U
stuHUnsctpaguoia. Kog ATX GO3A Al2.

dapMaKOOUHaAMHUKa

HWupekc Ilepnsa koHTpanenTuBHEIX Heynad: 0,41 (BepxHuM ABYCTOPOHHUYU 95%
ooBepUuTenbHBIU MHTepPBai: 0,85).



O61mwuit uagekc Ilepns (KOHTpalleNITUBHBIE HEYAAuX + OIIUOKH CO CTOPOHHI
nanueHTok): 0,80 (BepxHul ABYCTOPOHHUU 95% moBepuTenbHBIM UHTEepBan: 1,30).

[IpoTMBO3avyaTOYHOE [AEeMCTBUE IIpenapaTa Bugopa Mukpo 6a3upyeTcs Ha
B3aMMOIENCTBUU PA3HHIX (PaKTOPOB, BAXKHEUIITMMHU U3 KOTOPHIX SIBJISIETCS MOOaBIIEHUE
OBYISIITUY U U3MEHEHUE IIeEPBUKATbHON CEKPEITUU.

B xope TpHU-LIMKIOBOIO KIMHNYECKOT0 UCCIIeOOBaHUS II0daBI€HUS OBYISAILIUN
CpaBHEHUS KOMOMHAIIMYM OpoCcIupeHoH 3 Mmr/atununactpaauon 0,02 mr npu 24-
OHEBHOM M 21-DHEBHOM pexXuMe 24-OHEeBHOM PexKHUM aCCOIIMHUPOBAJICS C OOJIbIIeH
cymnpeccuer pa3Butus GosmukynoB. [1ocsie yMBIIIJIEHHBIX OIIMOOK B MO3UPOBKE B
TedeHNe TPEThEro IIMKJIa TeEPAUU Y IIOAaBIISIONIero OONIbIINHCTBA XKEHIIUH C 21-
OHEBHBIM PeXKWMOM Habmoganach akTUBHOCTb SUYHUKOB, BKITI0Uasi OBYJISALIMIO, 11O
CPaBHEHUIO C XKEHIINHaMU C 24-0HEBHBIM PEXKUMOM. AKTUBHOCTDb SUYHUKOB
BO3Bpaliajiach K YPOBHSIM, KOTOPhIEe OBLIM 10 HadaJjla Tepalliy B TeUueHue HUKJIa I10Ccye
Tepanuu B 91,8% XKeHIIUH C 24-0HEBHBIM PEXKUMOM.

[IpemapaTt Bumopa MUKpPO - 3TO KOMOMHHUPOBAHHBIN OpabHBIM KOHTPAIEIITUB C
STUHUJIBCTPAAUOJIa U IPOrecTareHoM APOCIUPEHOHOM. B TepanmeBTUUYECKUX J03ax
OPOCTIUPEHOH MPOSBIISIET aHTUAHOPOTEHHBIE U YMEePEHHEIE
AHTUMHHEPAJIOKOPTUKOUOHEIM CBOMCcTBa. OH He UMeeT 3CTPOTEeHHOH,
TIIOKOKOPTUKOUIHON U @aHTUTJIIOKOKOPTUKOUIHON aKTUBHOCTU. MTak, IpOCIIUPEHOH
MMeeT CXO0XKHUM PapMaKOoIoTUYeCKUul IMpoduiIb C eCTECTBEHHBIM ITPOT€CTEPOHOM.

[To maHHBEIM KIIMHUYECKUX HUCCIIeNOBAaHUIN YMEpPEeHHbIe aHTUMHUHEPAIOKOPTUKOUTHEIM
CBOMCTBA IIpemnapaTa Bumopa MUKPO MPUBOASAT K YMEPEHHOMY
AHTUMHUHEPAJIOKOPTUKOUIHBIM BO3OEHCTBHUSI.

Brisio mpoBegeHoO OBa MHOTOIIEHTPOBBIX OBOMHBIX CJIENBIX PAHAOMU3UPOBAHHBIX
1a11e00-KOHTPOIUPYEMBIX UCCIIeIOBAHUS OJIs OlleHKU 3(P(PEeKTUBHOCTHU U
0e30macHOCTH IPUMeEHEeHUs npenaparta Bumopa MUKPO KeHIIIUHAM C acne vulgaris
cpenHeli cteneHnu. [locie 6 MecsIieB Tepalluy 110 CpaBHEHUIO C Ijialie0o, mpenapar
MIPOAEMOHCTPUPOBAJl CTaTUCTUYECKU 3HAUUMBIU 3(PpPeKT cHukeHus Ha 15,6% (49,3%
1o cpaBHeHUIO ¢ 33,7%) KoIuyecTBa BOCIIAJIUTEJILHEIX 371eMeHTOB, 18,5% (40,6% 1o
cpaBHeHUIO C 22,1 %) KonnyecTBa HEBOCIAIUTENbHEIX 3JIEMEHTOB, 1 16,5% (44,6% 1o
cpaBHeHUIO C 28,1%) o6111ero Konu4vecTBa BeICHIIaHUM. Takke OOJILIINUM ITPOIIEHT
cyonbekToB, 11,8% (18,6% 110 cpaBHEeHUIO C 6,8%), OBINT C «YUCTOU» U «IIOUYTU YHUCTOU»
KOXKel, KOTophele olleHuBanuch 1o mkasne ISGA (Investigator's Stated Global
Assessment).

(I)apMaKOKHHeTHKa

IIpocnupeHoH



BcaceiBanme. [lepopanbHO NPUHSATHIN IPOCIUPEHOH OBICTPO M MOJTHOCTBIO
BCachIBaeTCsi. MakcuMaibHasA KOHIIEHTPAaIlKMs B CBIBOPOTKE KPOBH, YTO COCTaBIsaeT 38
HI'/MJI, jOocTUraeTcsd 4yepe3 1-2 4 mocjie OQHOKPaTHOI'O IIpy¥eMa BHYTPb.
BuopgoctynHOCTE cocTaBisgeT 76-85%. OmHOBpeMEHHBIM IPUEM ITHUILNY He BIUSAET Ha
OMOOOCTYIHOCTH APOCIIMPEHOHA.

Pacopenenenue. ITocne nmpuemMa BHYTPb KOHIIEHTPAlMI OPOCIIMPEHOHA B CHIBOPOTKE
KPOBU CHHUXKAETCS, CPeOHUU KOHEYHBIU IIePUO[ II0JIyBbIBEJEHUS COCTaBIsAET
npubnusuTenbHo 31 yac. [IpoCcIUpPeHOH CBSI3LIBAETCS C aTbOYMUHOM, IIPU 3TOM He
CBSI3LIBASICh C TTTOOYJIMHOM, CBSI3LIBAIOIIIMM ITI0JIOBBIE TOPMOHHI, U C
KOPTUKOUCBSA3BIBAIOIINM I'TOOYyITUHOM. TonbKO 3-5% ero o011ero KonudecTsa B
CLIBOPOTKE KPOBU MPUOLIBAET B CBOOOHOM COCTOSTHHHN. BEI3BaHHOE
STUHUNSCTpaguoia noswimeHue I'CIIC He BIuseT Ha CBsI3bIBaHUE OPOCIHUPEHOHA C
IMPOTENHAMU CHIBOPOTKU KpoBU. CpemHuil 00beM paciipeesieHus: IpoCIUupeHoHa
cocrannget 3,7 = 1,2 n/kr.

MeTabonmu3M. [IpoCIIMpeHOH B 3HAYUTEIbHOU Mepe MeTab0JIM3upyeTcs moce
IIepopabHOro MpUMeHeHUA. [ TaBHBIMU MeTaboIuTaMu B IIJIa3Me SABISIOTCS
KHUCJIOTHBIE (OPMBI IPOCIIMPEHOHA, KOTOPhie 00Pa3yioTCs MPU OTKPHITUU JTaKTOHOBOT'O
KOJblla, ¥ 4,5 OUTHOPOOPOCIIUPEHOH-3-CyIbdaT, KOTOPhEle 00Pa3yI0TCs IIyTeEM
rugpaTanuy C HOCIeQYIOMUM Cyib(aTUPOBaHUs. [IpOCIUPEHOH TaKXe SIBISIETCS
00BEKTOM OKHUCIIUTENBHOTO MeTabonm3Ma, KaTanusupyemoir CYP3A4. In vitro
OPOCIIMPEHOH MOXKET c/1ab0 UM YMEePEHHO MOOaBIsaTh pepMeHTH uToxpoma P450:
CYP1A1, CYP2C9, CYP2C19 u CYP3AA4.

BriBenmeHnue u3 opranu3aMa. CKOpoCcTh MeTab0IMYeCKOro KJIupeHca OPOCIUPEHOHA U3
CBIBOPOTKHU KPOBU COCTaBseT npubnusutenbHo 1,5 £ 0,2 Mia/MuH/KT. [IpOCIUPEHOH
BBIJEJISIETCS B HEM3MEHEHHOM BUJI€ TOJIBKO B OYEHb HE3HAUUTEIbHOM KOJIMYECTBE.
MeTabonIuThHl BEIEJISIOTCS C MOYOM 1 KaJIoM B coOTHomieHuu ot 1,2 mo 1,4. ITepuop
MTOJIyBbIBEAEHUSI MeTab0IUTOB C MOYOM M KaJIOM COCTaBJisieT npuMepHo 40 4acos.

CocTosiHMe paBHOBecCHs. B TeueHue 1IMKIa IPUMEHEHUsT MaKCHUMaibHasi paBHOBECHAs
KOHIIEHTpPAIIus IPOCHUPEHOHA B CHIBOPOTKE KPOBU, YTO COCTaBIIsIeT mpuMepHo 70
HI'/MJI, IOCTUTAETCS Mocjie 8 mHeM MpUMeHeHUsl. YPOBHU IPOCHIUPEHOHA B KPOBU
KyMYJIIOBaJibl B 3 pa3a Kak CJIe[ICTBUE COOTHOLIEHUSI TEPMUHAIBHOTO IIepuoaa
MOJIyBbIBEAEHUS U UHTEPBasla MO3UPOBaHUS.

OmoeabHble 2pynnbl NALUEHMOK

2KeHIIMHEBI C HAPYIIeHUSIMHU PyHKIIUU TOo4YeK. PaBHOBECHasI KOHIIEHTpAIUA
OPOCIIMPEHOHA B CBIBOPOTKE KPOBHU Yy XKEHIINH C II0YE€YHON HEJOCTaTOYHOCTHIO JIETKOU
CTeIeHu TsaxkecTu (KnupeHc KpeatunuHa 50-80 mi/MuH) Oblyla CpaBHUMA C 3TUM
IIoKa3aTeJleM OJis XKEeHIIWH C HOpMaJIbHOM QYHKIHEN MoUeK (KIUPEeHC KpeaTuHUHA



6osiee 80 Mmy/MuH). YpOBEHb OPOCIUPEHOHA B CHIBOPOTKE KPOBU OBLIJI B CpeOHEM Ha
37% BhILIE y XKEHIWH C I0YeYHOU HEeJOCTAaTOYHOCThIO CPedHEN CTEIIeHU TIXKECTHU
(kmupeHc KpeaTuHuHa 30-50 MJI/MHUH) COIOCTAaBUMOU C STUM IIOKa3aTeleM OJis
KEHIIWH C HOpMaJIbHOU (YHKIIUEN Imo4ekK. [I[puMeHeHre ApOCOUPEHOHa moKa3aiao
XOPOIIIYIO0 IEPEHOCUMOCTD BO BCEX I'pynnax IMalueHToK. [Joka3aHo, 4TO IIpUeM
OPOCIHPEHOHA He UMeeT KIMHUYECKH 3HAaUUMOT0 3PdeKTa Ha KOHIIEHTPAIINIO Kalus
B CEHIBOPOTKE KPOBH.

ZKeHIIWHE C HApyIIeHUSIMHU (PyHKIIUU IEe4YEeHU.

B nccnegoBanuy NpuMeHEHHUS PA30BOM [03Hl KJIMPEHC OPOCIMPEHOHA TP
mepopajbHOM IIPUMEHEHUN CHUXKAJICSI NpUMepHO Ha 50% y null ¢ yMepeHHOuU
IMe4YeHOYHOM HEeJOCTaTOYHOCTRIO IT0 CPAaBHEHHUIO C JOOPOBOJIbIIaMH C HOpMaJIbHOM’
byHKILMElN TedyeHr. BEIIBIEHHOE OTKJIOHEHNE KIITUPEeHCa OPOCIIMPEeHOHAa y JIUI] C
yMepeHHOM MeYeHOYHON HeqOCTAaTOYHOCThIO IPUBOAUIIO KAaKUX-TU00 SIBHBIX Pa3TUUYUN
110 KOHIIEHTPAIIUX KaJIus B CLIBOPOTKE KPoBU. [laxke IIpU HaIUYUU caXxapHOTo auabeTta
U IPY OOHOBPEMEHHOM IIPUMEHEHUU CIUPOHOJIaKTOHA (ABa ¢paKTopa, KOTOPhIE MOTYT
ITPOBOLIMPOBATh TUNIEPKaIueMUU) He HaOTI0asioCh MOBHIIIIEHNE KOHIIEHTPalluu Kaaus
B CBIBOPOTKE KPOBHU BEIIIIE BEPXHEN I'PaHUIIEI HOPMEBI. TakK, 4YTO OPOCIMPEHOH XOPOIIIO
IIEPEHOCUTCS JIUIIaMU C IIeYeHOYHOM HEeJOCTaTOYHOCThIO JIETKOU 1 CPpedHEeN CTelleHn
(knnacc B nmo knaccudukanuu Yaunn-I1e:o).

OTHU4YecKue rpynmnbl. He Habmoganoch KIMHNYECKN 3HAYMMBIX Pa3/Inuui B
(papmMakOKMHETUKE OPOCIMPEHOHA UJIM STUHUISCTPAANOIIa y XKEeHIIINH SI0OHCKON
HaIlMOHAJIbHOCTU U €BPOIIEUIIEB.

SmuHua3cmpaocuo

BcaceiBanue. [Ipu rmepopajbHOM NPUMEHEHUN 3TUHUJIICTPAAUOII OBICTPO U MOJTHOCTHIO
BCcachlBaeTCsa. MakcuMasibHasi KOHILIEHTpallus B CBIBOPOTKE KPOBHU, paBHasd 33 Iir/MII,
OOoCTUTaeTCda B TedeHue 1 - 2 yaca nmocjie OGHOKPATHOTO IIprheMa BHYTPb.
BuopocTynmHOCTh BCIEICTBUE IIPECUCTEMHOM KOHBIOTAIIMU U MeTaboJIM3Ma IIpu
IIepPBOM ITPOXOXKOEHUHU Yepe3 NeueHb COCTaBsieT 0K0Ji0 60%. OmHOBpEeMEeHHBIU ITPUEM
ITUINY CHUXKAaeT OMOMOCTYITHOCTh 3TUHUJISCTPAONOIIA IPUMEPHO V 25% HUCIBITYEMBIX,
IIPY HeU3MEeHHOU OMOMOCTYIIHOCTH Yy OCTAJIbHBIX.

Pacnpenenenuve. YpOBHM 3TUHHUISCTPAANOIA B CHIBOPOTKE YMEHBIIAIOTCS OBYX(das3HO,
TepMHHaJIbHas (pa3a XxapaKTepu3yeTCs IepUuoaoM IIOTyBEIBEJEHNUA, YTO IPUMEPHO
paBHO 24 Yaca. OTUHUISCTPAOUOJI IPOYHO, HO HecnelupuueCKy CBA3LIBAETCS C
anbOyMHUHaAMM ChIBOPOTKHU (MpuMepHO 98,5%) 1 UHOYIIUPYET MOBLIIIEHNE
kKoHHeHTpauuu ['CIIC 1 KOPpTUKOCTEPOUCBI3bIBAIOIIET0 I'JI00yIMHA B CHIBOPOTKE
KpoBu. O0beM pacrpeesieH’sI COCTaBJIsIeT OKOJIO 5 JI/KT.



MeTab0mu3M. STUHUIISCTPAOUOI B 3HAYUTENbHOM cTenneHu MmeTtabonu3upyercsa B 2KKT
U IIPU IIEPBOM IIPOXOXKIAEHUU Yepe3 NMeueHb. ITUHUIIACTPAANO0II MeTaboInu3upyeTcs,
rJIaBHBEIM 00pa30M, IyTeM I'MIPOKCUIMPOBAHUS apoOMaTUYeCKOT 0 KOJIblia C
oOpa3oBaHKEM IIIUPOKOTO CIIEKTPa T'MAPOKCUJIMPOBAHHBIX U METUJIUPOBaHHBIX
MeTabO0JIUTOB, KOTOPbIEe TPUOLIBAIOT B CBOOOOHOM COCTOSTHUU U KOHBIOTATHI C
TJIIOKYPOHUIOAMU U cyJibpaTaMu. MeTabonMnyeCKU KIUPEHC STUHUIICTPAAUoIa
COCTAaBJISIET OKOJIO O MIJI/MUH/KT.

In vitro aTuHUIACTPAAUOI ABNIsIeTCss oO0paTHLIM uHruourtopom CYP2C19, CYP1Al u
CYP1A2, a TakXe Ha OCHOBe MexaHu3Ma gelctBus - uHruouropom CYP3A4/5, CYP2C8
u CYP2J2.

BriBeieHuMe U3 OpraHu3Ma. DTUHHUIIICTPAAUOI IIOYTH He BEIBOOUTCS B HEM3MEHEHHOM
Buge. MeTaboNMUTH STUHUIISCTPAAHUOIA BEIBOASTCS C MOUYOHN U KETYBIO B
cootHolteHuu 4:6. [Tepuon monyBrIBeneHNUSI MeTabOIUTOB COCTABIIsIET OKOJIO 1 CYT.

CocTosiHue paBHOBecusi. COCTOSSHUE PaBHOBECHUS OOCTUTAETCS BO BTOPOU IIOJIOBUHE
IIMKJIa IPUMEHEHNs, KOrJa KOHIIeHTpallusa 3TUHUJIACTPaAroiia B CBIBOPOTKE KPOBU
yBenuuuBaeTcs B 2,0-2,3 pasa.

IloKauHuuecKkue OaHHble no be3onacHocmu.

Y nabopaToOpHBIX X KUBOTHHIX 3(PEKTH IPOCIUPEHOHA U 3TUHUIICTPAONOIa ObITH
OrpaHUYEHHBl TAKUMU, aCCOIIUUPOBAIUCEH C U3BECTHOM (apMaKOJIOTUYECKUM
mecTBUEM. B 4acTHOCTH, MCCIIefOBaHUS 110 BEISIBJIEHUIO PETIPOAYKTUBHOMN
TOKCUYHOCTH Y JKUBOTHHIX [TOKa3ajiu Hanuune Bupocmenudruueckue
9MOPUOTOKCUYECKOTO U (PeTOTOKCUYECKOTO BO3ENCTBUM. [IpH 9KCITO3UIINH,
ITPEBHIIIAIONIEN TaKOBYIO V XKMBOTHBIX, IIOJIyYaBIINX IIpenapaT Bugmopa MHKPO, y
HEKOTOPHBIX BUMIOB XKMWBOTHBIX HAOJIIO[AI BIUSHUE Ha MOJIOBYIO muddepeHIInaIuio.

IToka3zaHnus
[TepopanbHasd KOHTpaLENIUs.
IIporuBOMOKa3aHUSNA

KomOuHUpOBaHHbBIE TOPMOHAJIbHEIE KOHTpalenTuBwl (KI'K) He crnenyeT MpUMEHSATH
IIPY HaJIU4YUU XOTsI OBl OOHOTO U3 HUXKEIepeuYUCIeHHBIX COCTOSTHUM. B ciyyae ecnu
JTI000% U3 3TUX COCTOSTHUM BO3HUKAET BIIepBhie BO BpeMs npumeHenus KI'K, nmpuem
Ipernapara cjiengyeT HeMeOJIeHHO IPEKPaTUTh.

HaJIM4Yue WU PUCK PAa3BUTHS BeHO3HOM TpoMOosamOonuu (BTI):



e BTO B HacTosIllee BpeMsi, B YaCTHOCTH BCJIEICTBUE TepPallUU aHTUKOATYISHTaMU
UJIM B aHaMHe3e (HanpuMmep, TpoM603 rinybokux BeH (TT'B) unu TpomGoamMbonus
neroynou aprepuu (TIJIA));

e 13BECTHA HacCJIeACTBEHHAas UM IpuodpeTeHHas CKJIOHHOCTh K BTJ, Takas Kak
PE3UCTEHTHOCTh K aKTUBUPOBaHHOMY IIpoTeuHy C (B TOM 4HuCJie MyTalus
dakTopa V Jleiimena), mebunut antutpombuna-IIl, medunut nporeuta C,
nedHUIUT IIPOTEUHA S;

e OOJIBIIIME ONEepPaTHUBHBIE BMeIlIaTeIbCTBA C OJIMTEIbHON UMMOOUIHU3aIinen (CM.
pa3gen «OcoOeHHOCTH ITPUMEHEHUSI»);

e BLICOKMU PUCK BTO 13-3a HanInuus MHOXKECTBEHHBIX (PAaKTOPOB PUCKa (CM.
pa3gen «OcoOeHHOCTH ITPUMEHEHUST»).

Hau4dre WU PUCK Pa3BUTHUSA apTepuasibHOM TpoMOoambonuu (ATE):

o Hanuuue ATE B HacToslllee BpeMs WU B aHaMHe3e (HanmpuMmep, “HPapKT
MHOKapaa) UM Haludue IPOOpPOMaIbHBIX CUMIITOMOB (HalpUMeP, CTEHOKapPOus);

e HapyllleHe MO3Tr0BOT0 KPOBOOOpaIlleHUs B HACTOSIIee BpeMs WU B aHaMHE3e,
Haanyyre MPOoOpoOMabHBIX CUMIITOMOB (HampuMep, TPaH3UTOPHAas UIIeMHUuYecKas
aTtaka (TIA));

e U3BECTHA HACJIe[JICTBEHHAs UJIM IpruobpeTeHHas CKJIOHHOCTb K ATE, Takas Kak
TUIIEPrOMOIUCTENHEMUS U aHTHUTeNa K pochonunugaM (aHTUTENIA K
KapOuoIunruHaM, BOTYaHOUYHBIM aHTUKOATyJISHT);

e MUTPEHb C 0YAaroBLIMH HEBPOJIOTUYECKUMH CUMIITOMaMM B aHaMHE3E;

BeICOKHM puCK ATE 13-3a HaIu4Yus MHOXXECTBEHHBIX ()aKTOPOB PHCKa (CM. pa3mert
«OCcoOEeHHOCTY IPUMEHEHHUsI») UJIN U3-3a HAJIMYUS OOHOTO Cepbe3Horo (akTopa
PHCKa, TAKOI'0 KaK:

e CaXapHBIY ArMabeT C COCYOUCTHIMU OCJIOXKHEHUSIMU;

e TsIJKeJlasi apTepualibHasi TUIIEePTEeH3US;

e TsI2KeJlasi OUCIITUIIONIPOTENHEMMUS;

e HaJIMYMeE TSIKEIoro 3a00IeBaHMus ITeUYeHU B HACTOsIIIlee BpeMs UK B aHaMHe3e,
IIOKa IMoKa3aTenu PyHKINY TeYeHN He BEPHYIUCH B IIPEeOesIbl HOPMEI;

e TTOUEYHAasA HEJOCTaTOYHOCTD TSAXKEJIOW CTEIEeHHU UJIM OCTpas nodyevyHas
HeOOCTAaTOYHOCTE;

e Ha/JIM4Me ONyXO0Jiel MedYeHU B HaCTOsIIlee BpeEMS UJIM B aHaMHe3e
(moOpoKaYeCTBEHHBIX TN 3JI0KQYECTBEHHEIX);

e WJIU IIpe[IoJiaraeMble 3JI0Ka4YeCTBEHHBIE ONIYXOIU (HalpUMeD, IOJIOBBIX OPraHOB
WUJIA MOJIOYHBIX K€eJie3), 3aBUCHUMEIE OT IIOJIOBLIX TOPMOHOB;

e BarvHaJIbHOE KPOBOTEUYEHHE HESICHOU 3TUOJIOTHUH.

e TIOBBIIIIEHHAS! YyBCTBUTEJILHOCTD K IEHMCTBYIOIIUM BellleCTBaM UJIU K JII0O0OMY U3
KOMIIOHEHTOB IIpenapara.



JlekapCcTBEeHHOE CpPeACcTBO Bumopa MHKPO IPOTUBOIIOKA3aH IPHU OOJHOBPEMEHHOM
IPUMEHEHUH C IEKaPCTBEHHBIMU CPeICTBAMHU, COOepPKaIlIMU
oMOMTacCBUp/IIapuTanpeBUp/pUTOHABUP U macabyBup (cMm. Pasgesnbsl «OcoG6eHHOCTH
MpuMeHeHUusI» U «B3auMogeicTBue C OPYTUMHU JIeKapCTBEHHBIMHU CPEACTBaMU U
Opyrve BUOLI B3aUMOLOEUCTBUM»).

B3auMoOaeHCTBHE C IPYTHMH JIEKapCTBEHHBIMH CPEeICTBAMH H IpPpyrue BHObI
B3aMMOIEeHUCTBUHA

CJ'IeJIyeT O3HAKOMHUTHCA C HH(bOpMaHHeﬁ IIPO JIEKapCTBEHHOE CPencCTBoO,
IIPUMEHAeMOI0 OOTHOBPEMEHHO, OJIS BBIABIIEHUA ITIOTEHIIMAJIBHBEIX B3aHMMOIENCTBUM.

BausHue Opya2ux nekapcmaeeHHbix cpedcme Ha npenapam Budopa mukpo

B3aumopmelicTBUSI BO3MOXKHBI C JIEKAPCTBEHHBIMU CPEICTBAaMU, KOTOPhIEe UHIOYIIUPYIOT
MHKPOCOMaJIbHEIE (DEPMEHTHI. DTO IPUBEIET K YBEITUUEHHUIO KITUPEHCA MOJIOBBIX
TOPMOHOB, YTO CO CBOEM CTOPOHHI IPUBOAUT K U3MEHEHHUIO XapaKTepa
MEHCTPYaJIbHOTO KPOBOTEYEHUS U/UMHU CHUXKEHUI0 9(pPeKTUBHOCTY KOHTpalleIITUBa.

Tepanus

Nunykuus pepMeHTOB MOXKeT ObITh OOHApPyXKeHa Yepe3 HeCKOJIbKO THel JITeUeHusd.
MakcuMaJsibHas UHOYKIIUS GepMeHTOB I1eJIoM HaOIiomaeTcss Yyepe3 HECKOIbKO HeIelb.
[Tocne oTMeHHI JIeUueHUs HHOYKIUS (ePMEHTOB MOXKET [JIUTLCS IIPUMEPHO 4 HeOeJsu.

KpamKocpquoe JjAevyeHue

KeHUIUHE], KOTOPEIE IPUHUMAIOT JIEKapCTBEHHEIE CPECTBa, KOTOPHIE UHAYIIUPYIOT
dbepMeHTHI, JONMXKHB BpEMEHHO MCII0JIb30BaTh OaphePHBIN METOI UIU OPYTOM METOof,
KOHTpAIENIINU OOTIOTHUTEIbHO K KOMOMHUPOBAaHHBIX OPAJIbHBIX KOHTPAIIEITUBOB.
BaprepHBEI MeTO[ CllenyeT IPUMEHSAThL B TeYeHUe BCEro CpoKa JIeUeHUs
COOTBETCTBYIOILIUM IIpellapaToM M ellle B TeueHue 28 mHeu Imocjie NpeKpalleHus ero
npuMeHeHus. Ecnu Tepanus HauWHaeTCs B IEPUOL IIPUMEHEHU ITOCIeJHUX TabIeToK
KOK c ymakoBKH, To IpueM TabIeToK u3 cienyiomlel yrnakoBku KOK crnegyeT HadaTh
cpasy Iocjie mpeabiaylnei 6e3 IpUBEIYHOI0 MHTEePBasia 0e3 MpuMeHeHus TabIeToK.

IlonzocpouHoe neueHue

2KeHIIMHaM IIpU OOJITOCPOYHOM Tepallui OENCTBYIOIINMU BEeIleCTBaMU, KOTOPBIE
UHOYLIUPYIOT GepMEHTHI IIeYeH, peKOMeHayeTCcsa OapbePHBIN UK OPYTrou
COOTBETCTBYIOIIINM HETOPMOHAJILHBIM METOH KOHTPAIEIITHUH.

HuxxenpuBeneHHBIE B3aUMOOEUCTBUS ObIIM 3a(pUKCUPOBAHEI COTJIACHO
ONMyOJIMKOBAHHBIM HAaHHBIM.



Iletucmeyrwuwue sewecmaa, ygeauuusaruwue kaupeHc KOK (cHuxceHue
a¢ppexkmusrHocmu KOK uepe3 uHOYKU U pepmMeHmos), Hanpumep:

e DapOuTypaTsl, 603eHTaH, KapOaMas3enuH, PeHUTOUH, TPUMUOO0H, PUGAMIIUIIUH;
npemnaparsl, npuMeHsaeMble npu BUY-uHpeKInnu: pPUTOHABUP, HEBUPAIIUH U
a¢daBUPEH3; TaKXkKe, BO3MOXKHO, ¢enbamMaT, rpu3eodyIbBUH, OKCKapOa3enuH,
TOIIMpPaMaT U PaCTUTEJIbHbIE JIEKAPCTBEHHLIE CPEMICTBA, COmepIKalllie SKCTPAKT
3Bepo6ost (Hypericum perfiratum).

Ileticmeyruw,ue sewecmesa ¢ HenocmMosAHHbIM 80o30eticmeuem Ha kaupeHc KOK:

[Tpu ogHOBpeMeHHOM npuMeHeHuu ¢ KOK 60ibItoe KOTu4ecTBO KOMOUHAIIMHM
MHTUOUTOPOB NpoTea3bl BUY 1 HEHYKI€03UOHBIX UTHTUOUTOPOB 0OpaTHOU
TPaAHCKPUIITA3kl, BKIIOUass KOMOUHAIMK ¢ nHrubuTopamMu Bupyca rematuta C (BI'C),
MOT'YT IIOBBIIIIATh UJIM CHUKATh KOHIIEHTPAIIUIO 3CTPOTeHa UJIH ITPOTeCTUHOB B IIJlTa3Me
KpoBu. COBOKYIIHOE BIUSIHUE TaKUX U3MEHEHUN MOXKeT ObITh KIMHUYECKU 3HAUUMbIM
B HEKOTOPHBIX CIydasixX.

[TosTOMYy 1151 BRISIBIIEHUS ITOTEHIIMAIbHBIX B3aUMOOEUCTBUMN U TIOOBIX APYTUX
pekoMeHOalul cieayeT 03HaKOMUTHCS C MHGOPMAaIUel 10 MEOUITUHCKOMY
IPUMEHEHUIO TeKapCTBEHHOTO cpeacTBa Oans nedenuss BUY/BI'C, 4yTo npuHUMaeTCsa
omHOBpeMeHHO. [Ipu Hamu4Yuu KaKux-m1u00 COMHEHUH XKeHITUHAM JIOIIOJTHUTEIILHO
clenyeT UCIIOb30BaTh OAPhEPHBIM METO KOHTPALEIIIINY IIPU Tepalui UHTruOUuTOpaMu
IMpoTeas3bl UM MHruobutopamMu HeHyKneo3ugHblie 00paTHOM TPAHCKPUIITA3HI.

Ileticmsyrouw,ue sew,ecmaa, cHudxcaruiue kaupeHc KOK (uHzubumops! pepmeHmos)

KnuHndeckass 3HaUMMOCTh IOTEHIIUAJILHOTO B3aUMOLENCTBUSA C MHTUOUTOPaMu
(bepMeHTOB OCTaeTCsI HEBHISICHEHHOM.

OnHOBpEeMEHHOE ITPUMeHEeHNEe CUIbHBIX UHTUOUTOPOB CYP3A4 MOXKET IOBBICUTH
IJIa3MeHHble KOHIIEHTPAIIMKU 3CTPOTeHa U/IU NPOrecTUHa, UIU 000UX KOMIIOHEHTOB.

B uccnemoBaHUM MHOTOKPATHBIX [03 KOMOUMHAIIMU OPOCINPEHOH (3
Mmr/cyT)/aTuHuI3cTpaguon (0,002 mr/cyT) u cunpHoro uuruoutopa CYP3A4
KEeTOKOHAa30J1a, 4YTO IPUMEHSJICSI OOJHOBPEMEHHO B TeueHue 10 nHel yBeIU4YUuBaIOCh
3Hauenue AUC (0-24h) ompocnupeHOHa U 3TUHUISCTpPaguona B 2,7 u 1,4 pa3za
COOTBETCTBEHHO.

9Ttopukokcub B mo3ax oT 60 go 120 Mr/cyT mpoaeMOHCTPUPOBAJl IIOBLIIIIEHNE
Ia3MeHHBIX KOHIIEHTPAlui 3TUHUJISCTPaauosna B 1,4-1,6 pa3a COOTBETCTBEHHO IIPHU
omHoBpeMeHHOM npumeHeHuu ¢ KI'K, cogepxkamuu 0,035 Mr aTUHUIIBCTPAguoOIa.



BausiHue Budopa Mukpo Ha dpya2ue sekapcmaeeHHble cpedcmaea KOK mMoz2ym s8ausamb
Ha memaboau3m Hekomopbix delicmayu,ux sew,ecma. CoomeemcmaeeHHO,
KOHUEeHmMpAauuu 8 naasme Kposu U 8 MKAHAX MO2ym U/U NO8blWAMbCA (Hanpumep,
UUK/A0CNOPUH) UAU CHUXMXCAMbCA (Hanpumep, 1aMOMpPuUOHCUH).

Ha ocHOBaHMU ucCciegoBaHUN B3aUMOOENCTBHUS in Vivo Y JKeHUITUH-T0OPOBOJIBIIEB,
MMPUHUMAaBIINX OMENPa30JI, CHMBACTaTUH M MHIAa30JIaM B KayecTBe CyOCTPaTOB-
MapKephbl, yCTAHOBJIEHO, YTO KJIMHUYECKM 3HAYMMOE B3aMMO[ENCTBUE OPOCIUPEHOHA
B J03€e 3 MI' C APYTMMHU IIpelapaTaMu, KOTOPbIe HHOYLUPYIOTCA nuToxpoMa P450,
MaJIOBEpPOATHO.

KnuHudyeckue maHHBIE CBUOETEIBCTBYIOT O TOM, YTO 3TUHUJISCTPAAXOJI IOOaBIIsIeT
knupeHc cyoctpatoB CYP1A2, 4TO CO CBO€M CTOPOHHI BEI3BIBAET ciiaboe (HampuMep,
TeO(UINTHUH) UIU YMEPEHHOe (HalpuMep, TU3aHUAWH) ITOBHIIIIEHNE UX ITJIa3MEHHBIX
KOHIIEHTPAaIUU.

®apmMakKogMHaMHU4YECKHE B3aUMOOEUCTBUS

OmHOBpPEMEHHOE IPUMEHEeHNEe 5CTPafroI0ConepKalliuX JeKapCTBEHHBIX CPEACTB C
IPOTUBOBUPYCHBIMU JIEKAPCTBEHHBIMU CPEACTBAMU IIPSIMOT0 OEeNCTBUS, coaepKaline
oMOUTACBUD, TapUTAIPEBUP UK HacabyBUP U UX KOMOMHAIIUY, YBEJIMUUBAET PUCK
TIOBBIIIIEHUS YPOBHS ajlaHMHaMuHOTpaHchepasks! (AJIT) 6onee yeM B 20 pa3 BHILIE
BEpPXHEU I'PaHUIIEl HOPMBI Y 3TOPOBBIX ITAIMEHTOK U Y IAllMEeHTOK C BUPYCHBEIM
rernatutoMm C (cMm. pa3gen «I[IpoTuBOIOKa3aHUS»).

OnHOBpEMEHHOE IIPUMEHEHUE C JIEKAPCTBEHHBIMU CpeACTBaMU, COOepXKallluMu
oMOuTacBUp/IlapuTanpeBUP/PUTOHABUD U HacaOyBuUp C mobaBieHHeM pubaBuprHa 160
0e3 TaKoro, yBeIUYMBAET PUCK MOBHIIMIeHUs ypoBHS AJIT (cM. Pa3mensl
«IIpoTuBonOKa3aHus» u «OCOOEHHOCTU IPUMEHEHUSI»).

[TosTOMy XKeEHIIIMHAM, KOTOPbIe IIPUMEHSIOT IIperapaT Bugopa MUKPO, HEOOXOOUMO
HUCIIOJIb30BaTh aJIbTEPHATUBHBIM METOA KOHTpPaLenlInuu (HalpuMep KOHTPAL eI TUBHI,
comepzXallle TOJILKO IIporecTareH, Ujiu HeropMoHaslbHbBIE METOABI) Ieped HadyajloM
Tepanuu C IpUMeHeHNeM YKa3aHHOM KOMOMHAaIMY JIeKapCTBEHHBIX CPEACTB.
[IpuMeHeHMEe TeKapCTBEHHOTO CpeacTBa Bugopa MUKPO MO2KHO BOCCTAHOBUTD UYepe3 2
HeIenu Iocjie 3aBepIeHnsT Tepalluu YKa3aHHOM KOMOUHaITUeH.

Ipyaue ¢popmbl 83aumodeticmau

Y mammeHTOB C HOpMaJlbHOU (PyHKIMEN IOYeK OOHOBPEMEHHOE IPUMEHEHUE
OpOCIIMpPeHOHAa U UHTUOUTOPOB AII® UM HECTEPOUOHBIX ITPOTUBOBOCIIAJIUTEIbHBIX
npenapaTtoB (HITBIT) He moka3asio 3HaYUMOTO BJIMSHUS Ha YPOBEHDb KaJlls CBIBOPOTKH
KpoBu. OOHAKO OMHOBPEMEHHOE IpUMeHeHNe Bugopa MUKPO 1 aHTarOHUCTOB
anbAOCTEPOHA UJIM KanuiicOeperalonux JUYyPEeTUKOB He UccienoBascsa. B aTom cinyyae



YPOBEHD KalIns B CRIBOPOTKE KPOBU HYZKHO HCCIEN0OBaTh B TeUEHUE IIEPBOT0 IIUKJIIa
nedyeHus (cMm. Takxke pa3gen «OCOOEHHOCTH MPUMEHEHUST»).

JlabopamopHble aHaau3bl

[TpuMeHeHMEe KOHTPALIEIITUBHBLIX CTEPOUA0B MOXKET BJIMATH Ha Pe3yIbTaThl HEKOTOPHIX
1abopaTOpPHBIX aHAJIM30B, TAKUX KaK OMOXUMHUYECKHEe ITapaMeTphl QyHKIIUU Ie4YeH!,
INUTOBUOHOM KeJie3bl, HaAIIOYEeYHNKOB U IT0YEeK, Ha KOHIIEHTPAIMIO B IIJla3Me
TPAHCIOPTHHIX OEIKOB, TAaKMX KaK I'TTOOYIJINH, CBA3BIBAIOIINM KOPTUKOCTEPOUAHI, Ha
KOHIIEHTpAIMIO B IJIa3Me KPOBU (ppakKIuyl TUOULOB/IUIIONPOTENHOB, Ha TOKa3aTelu
yIJIeBOOHOT0 0OMeHa, Koarynsaiuu u pubpuHonusa. OOBIYHO TaKe U3MEeHEeHUST
HaXoOsaTCs B IIpefeiaX HOPMHL. [IpOCIIMPEHOH yBeIn4YnuBaeT aKTUBHOCTh PEHUHA U
aJIbIOCTEpOHA B IJIa3Me KPOBU, UHAYIIUPOBAHHOM €r0 YMEPEHHOU
AQHTUMHMHEPAJIOKOPTUKOUOHOU aKTUBHOCTBHIO.

OCco0eHHOCTH IPUMEHEHU ST

Pemenune o Ha3HauyeHUU npenapaTa Bugopa MHUKpPO clienyeT IPpUHUMAaTh C y4eTOM
WHOUBUAYAIbHBIX (PaKTOPOB PUCKA KEHITUHBI, KOTOPhIE CYIIEeCTBYIOT Ha HaHHBIN
MOMEHT, B TOM 4uciie (aKTOPOB pUCKa Pa3BUTUS BeHO3HOU TpoMboambonuu (BTI), a
TakxKe pucka BT3, cBsI3aHHOTO C IIpUeMOM IIpenapaTa Bugopa MUKPO 110 CPaBHEHUIO
C OPYTEMM KOMOMHMPOBAHHBIMU rOpMOHaNnbHEIMU KOoHTpalentuBamu (KI'K) (cm.
pa3nen «I[IpoTuBOMOKa3aHUSI»).

IIpenynpexpenue

[Tpu Hanmmuuu MIOO0BIX COCTOSSHUM MK (PAaKTOPOB pUCKa, YKAa3aHHBIX HUXKE, CIIedyeT
00CyOUTh C XKEHIINHOM 11eJieco00pa3HOCTh IPUMEHEHUS IIpelapaTa Bumopa MUKPO.

B cniyyae 060CTpeHMsT UM IPU IIEPBBIX IIPOSIBIIEHUSX JTIO00TO U3 YKa3aHHBIX
COCTOSTHUY UK (haKTOPOB PHCKA JKEHIIMHAM PeKOMeHAyeTCcsI 00paTUThCS K Bpady U
oInpenenuTh HeOOXOOUMOCTD ITPEKpaIlleHus MprueMa npernapaTta Bumopa MUKPO.

B cnyyae mogo3peBaeMoro unu noarBepxkaeHHou BTO unu ATE cnenyeT npekpaTUTh
npuMmeHenue KI'K. Ecnu HayaTa aHTUKOATyJIsTHTHAsI TeEpAIus, cjieayeT 00eCcleduThb
aJIbTEPHaTUBHYIO aJeKBaTHYIO KOHTPALENIUIO Yepe3 TepaToreHHOe BIUAHUE
QHTUKOATYyJISHTOB (KyMapHHEI).

Co CTOPOHBI CUCTEMBI KPOBOOOPAIIleHHUSI
PrcK BO3HUKHOBEHUSI BeHO3HOU TpoMOoambonuu (BTI).

[Tpumenenue mo0bpx KI'K moBHIIIaeT PUCK Pa3BUTHUS BEeHO3HOU TpoMOoaMbonuu (BTJI)
Yy XKEHIIINH, KOTOPhIE UX IIPUMEHSIOT, 110 CPAaBHEHUIO C TEMU, KOTOPBLIE UX HE



OpUMeHAT. [IpyuMeHeHue IIperapaToB, CoOgepKallliuX JIEBOHOPreCTpeJl, HoprecTuMar
WUJIM HOP3TUCTEPOH, aCCOIIMUPYIOTCS ¢ 60jiee HU3KUM puckoMm BTI. IIpuMmeHeHUe
OPYTUX IIpenapaToB, TaKUX KakK Brumopa MUKPO, MOXKET IPUBOOUTH K IIOBHILIEHUIO
pHcKa BOBoe. PelleHre o IpyuMeHEHUHU IIpenapaTra, He OTHOCSILETr 0Cs K I'pyIiie
ImperapaToB C HAUMEHBIIUM PHUCKOM pa3BUTuSA BT, momKHO OBITH IPUHSTO TOIBKO
rmocne oOCyXKaeHUs C XKeHInHoN. Heob6xoguMo y0eOuThCsI, YTO OHAa OCO3HAET PUCK
pa3Butusa BTO, cBsA3aHHBIU C IPUMEHEHUEM IIpelapaTta Bumopa MUKpPO, CTelleHb
BIIMSIHUS UMEIOIINUXCS ¥ Hee (aKTOPOB PHCKa U TOT ¢aKT, 4To puck BTO saBnsercs
CaMBIM BEICOKUM B T€4YeHUe I1ePBOro roga npuMeHeHus. [1o HEKOTOPEIM JaHHBIM PUCK
BT3 MmoxeT Bo3pacTaTh IIpu BoccTaHOBeHuu nmpuMmeHnenns KI'K mmocne nmepepriBa
MIPOAOIKUTENTBHOCTHIO OT 4 Hefenb u OoJiee.

Cpenu XkeHHIWH, KoTophie He MpuMeHA0T KI'K u He ABnsieTcst 6epeMeHHBIMHY, YacTOTa
BO3HUKHOBeHUs BT3 cocTasnser npumepHo 2 ciaydas Ha 10000 xxeHIUH B rof.
OnHako y 10001 OTOEeNIbHO B3SITOM XKEHIINHBI YPOBEHDb PUCKAa MOXKET OBIThH
3HAQUUTEJIbHO BHIIIE B 3aBUCHUMOCTHU OT UMEIOIINXCA Y Hee OCHOBHBIX (PaKTOPOB pPUCKa
(cm. Huxe).

Bcrtanosmneno (1), uto ¢ 10 000 xenmuH, npuMeHsaomux KI'K, cogepxaiue
OPOCIIMPEHOH, B 9 - 12 XeHIIUH pa3oBbeTCcsa BTO B TeueHME OOHOTO roga. ITO
CpaBHUBAETCH C II0OKa3aTesieM 62 y x)xeHIuH, npumeHsomux KI'K, cogepxkainux
JIEBOHOPIreCcTperl.

B 06oux cnydasx uucio ciaydaeB BTO 3a rop ObI/I0 MeHbIIIe, YeM OOBIYHO OKHOAETCS B
TedyeHrue 0epeMeHHOCTH HUJIN B IIOCI€POIOBOM IIepHOde.

BT3 MoxeT MpUBOOUTE K IeTajlbHOMY Ucxony B 1-2% cnydaes.

Cpenu xkeHuuH, Kotophle mpuMeHs0T KI'K kpailiHe pegko Habmoganuch TpoMOO36I
OPYTUX KPOBEHOCHHBIX COCYIOB, HAIIPUMeED, ITIeYEHOYHHIX, ME3EeHTEPHUAJIbHEIX,
IMOYEYHBIX BEH CETYaTKU U apTEePHU.

dakTOpHl prucKa pa3BuTtus BT3.

Ha ¢one npumenenuss KI'K puck pa3BuTHs BEHO3HBIX TPOMOOIMOOTUYECKUX
OCJIOJKHEHUU MOZKET 3HAaUUTEIbHO YBEJIMYNUBATHCA Y JKEHIITUH C JOIIOJTHUTEILHBIMUA
dbakTOopamMu prucKa, 0COOEHHO NPU HAIUYUU MHOXKECTBEHHHIX (paKTOPOB puUCcKa (CM.
Tabmnuny 1).

[Ipenapat Bumopa MUKPO IIPOTHUBOIIOKA3aH KEHIUHAM C HaJIln4yueM MHOXKEeCTBEHHBIX
(pakKTOPOB pUCKa, B CBA3U C YEM UX MOXKHO OTHECTH K I'DYIIIEe BEICOKOTO PUCKa
pPa3BUTHS BEHO3HOTO TpoM0Oo3a (cM. Pasgen «IIpoTuBonoKa3laHusa»). Ecnu xKeHIIMHa
uMeeT Oojiee omHOTO (haKTOpa PUCKA, POCT PUCKa MOXKeET OBITh O0JIbIlle, YeM CyMMa
PHCKOB, aCCOLIMMPOBAHHLIX C KaXKIbIM OTAEIbHEIM (PaKTOPOM, IIO3TOMY CJIEOyeT



IIPUHUMATh BO BHMMaHue o0mui puck pa3sutus BTO. KT'K He crenyeT Ha3Ha4aTh,

€CJIM COOTHOIIIeHHE II0Ib3a/PUCK SIBIISETCS HeOIaronpusTHEIM (cM. Pasgern

«[IpoTUBOIOKa3aHUSI»).

®akTOp pUCKa

I[Ipumeuanue

OxupeHue (MHOEKC MAcChHl Tena
oonee 30 kr/M2).

PucK 3HaYUTENBbHO IIOBHIIIAETCS IIPpKY YBEJIINYEHUN
HMHIOEKCa MaCCHI TeJla ITallTMEeHTKH.

OcobenHo TpeOyeT BHUMAaHUSA NPU HaAJIMYUU
opyrux GakToOpoB pUCKa.

InuTenbHass UMMOOUIIH3AIINS,
00IbIIIOE OllepaTUBHOE

Ha HOTaX UJIM Ha opraHax Majioro
Tal3a, HEUPOXUPYPruYecKue
BMeIlIaTeIbCTBa WU OOIIUPHAs
TpaBMa.

[IpuMmeyaHue: BpeMeHHas
MUMMOOUTHU3allus, B TOM YHCJIe
BO3[YIIIHLIN ITepeneT 6omee 4
YacoB, TaK¥XKe MOXKeT OBITh
dakTopom pucka BT, ocobeHHO
OJI 3KEHIIUWH C OPYTUMU
¢dakTOpamMu puUCKa.

BMEIIIaTEeJIbCTBO, nro0as orrepanud

B Takux ciydasix peKOMEHYeTCs IIPEeKPaTUuTh
IIpUMeEHeHUe IIpernaparTa (B ciaydae IIJIaHOBOTO
OIIepaTHUBHOTO BMeIllaTe/IbCTBa, He MeHee 4eM 3a
4 Henesn) U He BO30OHOBJISATh IPUMEHEHEe PaHee
yeM 4yepes 2 Hegeslu II0CJjie IIOJIHOTO
BOCCTAHOBJIEHUS IBUTATEIbHOM aKTUBHOCTH.
Y1o06rl n30e3KaTh HexXKejlaTelIbHO 0epeMeHHOCTH,
CleayeT UCIIOIb30BaTh IPYTOM METO[I
KOHTpPAIIeIIIInH.

CnenyeTt pacCMOTPETH 11eJ1ecCO00Pa3HOCTh
AHTUTPOMOOTUYECKOHN TepaIluu, eClIu
IIpUMEeHeHMe TpernapaTa Bugopa MUKpPO He OBIIO
IIpeKpalleHo 3apaHee.

CeMmeuHBIM aHaMHe3 (BeHO3Hasd
TPOMO035MOO0JIMS B POTHOTO
OpaTa/cecTphl UJIU POOUTEJIEH,
0COOEHHO B OTHOCHUTEJIBHO
MOJIOIOM BO3pacTe, HAaIlpuMep IO0
50 neT).

[Ipu HanW4YuuM HaCIeqCTBEHHOU
IpeapacnosiOXXKeHHOCTH Iepe NPpUMeHeHUuEeM
mo0bx KI'K KeHIIMHaAM peKOMeHOyeTCs
IIOCOBETOBATBLCS CO CIEIUAIICTOM.

Ilpyrre COCTOSTHUS, CBSI3aHHBIE C
BT3

Pak, cucteMHass KpacHas BOJI4YaHKa, T€MOJIUTUKO-
ypPEMHUYECKHUU CUHOPOM, XPOHUYECKOE
BOCIIQJINTEJIbHOE 3aboieBaHue KUIIeYHUKa
(6one3nb KpoHa unu si3BeHHBIA KOJIUT) U
CEPHOBUAHO-KIIETOUHAS aHEeMUS.

YBenuueHue Bo3pacTa

OcobenHo 0onee 35 Jer.




HeT eguHOTr0o MHEHHUS OTHOCUTEJIPHO BO3MOXKHOTO BIIMSTHHUS BAPUKO3HOI'O PACIIHPEHUS
BEH U IIOBEPXHOCTHOT0 TpoMOo(diedbuTa Ha pa3BUTHE U IPOrPECCUPOBAHNE BEHO3HOTO
TpomOo3a.

Heo6xommuMo oOpaTUTh BHUMaHME Ha ITOBHIIIEHHBINM PUCK PA3BUTUS TPOMO0OIMOOIUYN
BO BpeMsi 6epeMeHHOCTH, 0COOEHHO B IIEPBLIE 6 Hedesb mocje pomoB (cMm. Pa3zmen
«[IpuMeHeHHe B riepuo 0epeMeHHOCTU UJIM KOPMJIEHHUS TPYObI0»).

Cumnrtomsl BTO (TpomM603 rimy00KUX BeH U TPOMOO3IMOOINS JIeTOYHOM apTEPUN)

B cnyyae BO3SHUKHOBEHUSI HUXKEIIPUBEAEHHBIX CUMIITOMOB XKEHIIIUHE CJIeAyeT CPOYHO
00paTuUThCSA 3a MEOUITMHCKOM ITOMOIIIbIO, ¥ COOOIIHUTEL Bpauy O TOM, YTO OHA
npunumMaeT KI'K.

CumntoMsl TpoMO03a riny6okux BeH (TI'B) moryT BKItO4aTh B Ce0s:

e OJIHOCTOPOHHUI OTEK HOTH H/HUJIA CTOMIHI UM OTEK y4acTKa BOO0JIb BeHLl Ha HOTE;

e GOJIb HJIH IIOBBIIIIEHHAS YyBCTBUTEILHOCTh B HOT'€, MOXKET OIIYIIAThCS TOJIBKO
ITPY CTOSTHUU UJIN XOOb0e;

e OINIyIIIEHME JKapa B MOPaXKEHHOM HOTe; IOKPAaCHeHWe WU U3MeHeHue IIBeTa
KOXH Ha Hore.

CuMIITOMBI TPOMO09MOOJIMH JIETOYHOM apTepuH (Tejia) MOTYT BKJIIo4YaTh B Ce04:

e BHE3AIITHYIO OOBIIIKY HEBBISICHEHHOUN 3THUOJIOTUHU WUJIH Y4yalleHHO€ JBEIXaHUeE;

BHE3AITHBIN KallleJlb, KOTOPBIM MOXKET COIIPOBOKIAThCSI KPOBOXapKaHbEM;

BHe3amHas 00Jib B TPYOHOU KIIETKE;

MpPemoOMOPOYHOE COCTOSTHUE UIU I'OJIOBOKPYXKEHUE;
OBICTPOE UJIM HEPETYJIIIPHOE cepaliebreHne.

HekoTophle U3 3TUX CUMITOMOB (HallpMEP OLIIIKA, KallleNlb) SIBISIOTCS
HecrenmnpuIeCKUMHU 1 MOTYT OBITh HEITPABUJIbLHO OIleHEeHHl KakK 0ojiee
pacupocTpaHeHHLIe UJIU MeHee TSAXKKHEe CUMITOMEI (HarmpuMep, nHQEeKIuu
ObIXaTeJIbHBIX IyTEN).

,]IpyrHe IIPU3HAKMW OKKJIIIO3WHU COCYIOOB MOT'YT BKIIIOUATh: BHE3aAdIlHAsA 60J'H3, OTEeK U
HEe3HaA4YUTEeJIbHOE ITOCMHEHNA KOHEYHOCTH.

[Tp¥ OKKJIIO3UH COCYIOB I'JIa3a HavuaJlbHOM CUMITOMATHKON MOXKET OLITH HEYETKOCTh
3peHusI, He COMPOBOKOAETCSA OOJIEBEIMU OIYIIEHUSIMHU U KOTOPas MOXKET
IIPOTPECCUPOBATH A0 IIOTEePH 3peHusi. MHorma moTeps 3peHus Pa3BUBAETCSA MOYTH
MTI'HOBEHHO.

Puck paszsumus apmepuaavHoll mpomboamboauu (ATE).



OnuoeMuoJIoTUYEeCKUEe UCCIeI0oBaHUs ITOKa3aiau, 4yTo npuMeHeHune moosrx KI'K
aCCOILIMUPYETCS C MOBBIIIIEHHLIM PUCKOM apTepualibHOM TpomMOoamObonuu (MHpapKT
MHOKappa) uim 1epebpoBacKyJsspHble COOBITUM (HallpuMep TPaH3UTOpPHas
UIIeMHuYecKas aTaka, UHCYJIbT). ApTepruajabHble TPOMO0OSMOOIMYEeCKUe SIBJIEHUS MOT'YT
IIPUBOLOUTE K JIETAJIbHOMY HUCXOMY.

®akTopsl pucka pa3sutusa ATE.

[Tpu npumenenuu KI'K puck pa3BuUTUS apTepUaJIbHBIX TPOMO03MOOINYECKUX
OCJIOKHEHUU WU 11epeOpoBacKyIAPHBIX COOBITHUM BO3pacTaeT y XKEeHIINH C
dbakTopamu pucka (cm. Tabnuiy 2). [IpenapaT Bumopa MUKpPO IPOTHUBOIIOKa3aH, €ClIu
Yy XKEHIVHBI €CTh OOUH CEPbE3HBIN UIU MHOXKECTBEHHBIE (PaKTOPEI PUCKA Pa3BUTUSI
ATE KOoTOpBIEe MOTYT OBBICUTh PUCK Pa3BUTHUSA apTepHaibHOTO TpoMbo3a (cMm. Paspgen
«IIpoTuBOmOKa3aHus»). Eciu xkeHIiuHa uMeeT 60jiee ogHOTO haKTopa PHUCKa, POCT
pUCKa MOKeT OBITh O0JIbIIle, YEM CYMMa PHUCKOB, aCCOIMUPOBAHHBIX C KaXKIbIM
OTHEeNbHBIM (PaKTOPOM, II0OSTOMY CJiefyeT IIPUHUMAaTh BO BHUMaHKe 00NN PHUCK
pa3Butusa ATE. KI'K He cieqyeT Ha3HayaTh, €CJIM COOTHOILIEHME I10JIb3a/PUCK
ABJIsAeTCSA HeOmaronpusaTHEIM (cM. Pa3pen «I[IpoTuBOIIOKa3aHUSI»).

QakKTOp PU3UKY [TpumiTtka

30inbllIEHHS BiKYy Oco651Bo Big 35 pOKiB.

KinkamMm, ki GaxkaroTh 3acTocoByBaTtu KI'K, ciin
PEKOMeHayBaTu BiIMOBUTHUCS Bif IaIiHHSI.

ITaminHg XKinkam BikoM Big 35 pOKiB, sIKi MPOOBKYIOTH

MaJUTH, CIIid HaAIloJIerIUBO PEKOMEHAYBaTHU IHIIIUN
MeTo[ KOHTpalenIil.

ApTepianbHa rinepTeH3sisa

P13uK 3HAYHO IMiOBUINYETHCS MPU 30iIbIIIEeHHI

OxupiHHA (iHOeKCc Macu Tina IHACKCY MacH Tra.

6impme 30 Kr/M2) Oco65uBo noTpebye yBaru Mpy HaABHOCTI iHIINX

(pakTOPiB PU3UKY.




CimenHUY aHaMHe3 (apTepianabHa
TpoM60eMOO0IIisg ¥ PigHOTO Y pa3si HasIBHOCTi cmafKOBOl CXUJILHOCTI Iepes
O6paTa/cectpu abo 6aTHKIB, 3acTtocyBaHHAM Oynb-akux KI'K xkinkam

0CO0JIMBO Yy BiTHOCHO MOJIOJIOMY ||[PEKOMEHOYETHCS ITOPAOUTHUCS 3i creliaaicToM.
BiIli, Hanpuknazn o 50 pokiB)

3pocTaHHS 4aCTOTH BUHUKHEHHS ab0 TSIKKOCTI
nepebiry nixg vyac 3actocyBaHHSA KI'K (MoxknuBi
MirpeHb IpoApOMaJibHi CTaHU Ilepel PO3BUTKOM
1epebpPoBACKYJIIPHUX ITOMOil) MOXKYTh CTATH
IIPUYUHOIO HEeranHoro npunuHenHsa npuriomy KI'K.

) ) ) LlykpoBuii miabeT, rimepromMomnucTeiHeMist, Bagu
IHIII cTaHU, OB’ s3aHl 3 ] L .
) KJlamaHiB cepls i ¢pibpunsilis nepemcepnsb,
HeOaXXaHUMHU peakilisiMu 3 00Ky

CyOuH

OUCJIIIIONPOTEIHEMIS 1 CUCTEMHUU Y€PBOHUU
BOBYaK.

CumnTomel ATE

B cnyyae BO3SHUKHOBEHUS HUKEIIPUBEOEHHBIX CUMIITOMOB XEeHIIUHE CJIeayeT CPOYHO
00paTUTHLCS 3a MEOUIIMHCKOMN ITOMOIIbIO, U COOOIIMTEL Bpauy, 4To OoHa nmpuHuMaeT KI'K.

CuMInToMaMu MHCYJIbTa MOTYT OBITh:

e BHE3allHOE OHEeMeHMe JIHnlla, cJ1ab0CTh UJIM OHEMeHue KOHEeYHOCTel, 0COOeHHO
OIHOCTOPOHHEE;

e BHE3AITHOE HapyIlIeHNe ITOXOOKH, TOJIOBOKPYKEHNE, TTIOTEePS PaBHOBECUS UJTU
KOOpOWHAIINY;

e BHe3aIllHasl CIIyTAaHHOCTh CO3HAHUS, HapyIIeHNEe PeYd UJIU HOHUMaHUSI;

e BHe3alTHOE yXy[IlleHue 3peHUs Ha OOUH uiau oba riasa;

e BHE3AITHLIN CUJIbHBLIN WM OJIUTEJILHBIN IOJIOBHAS 007k 6€3 onpeneneHHON
MIPUYUHEL;

e TIOTEPSI CO3HAHUS UJIM OOMOPOK C CyZoporaMu uiu 6e3 HUX.

BpeMeHHEBIN CUMIITOMOB MOZKET CBUETEILCTBOBATh O TPAH3UTOPHYIO HUIIIEMUYECKYIO
ataky (THUA).

CumnTomMaMu nHpapkTa Muokapmaa (MM) MoryT OBITh:

e 00Jb, JUCKOM®OPT, JaBJIEHUE, TIKECTh, OLIYIIIeHUE CKATUSA UJIA paclIpaHUs B
TPyOu, PyKe UJIN 3a TPYOUHOM;

e MuCKOMGOPTHOE OIINyIIeHNe C uppafgualeil B CIIMHY, YeJII0CTh, TOPJIO, PYKH,
XKeJynokK;

e OIINyIIEHNE IEePEIOIHEHHOCTH XKeJlyoKa, HapylleH!s MUIlleBapeHus Ullu yIOyIIIbe;



e YCHUJIEHHOE ITOTOOTHEeIeHNe, TOIIHOTa, PBOTA UJIU I'OJIOBOKPYKEHUE;
e ype3BhEIYalHasA C1ab0CTb, 6ECIIOKOMCTBO MU OOLIIIKA;
e OBICTPOE MJIU HEPETyJIsapHOe cephlebueHue.

Onyxoau

Pe3ynbTaTel HEKOTOPHIX 3MUAEMUOJIOTUYECKUX UCCIIefOBaHNU YKa3blBalOT Ha
OOTIOTHUTEJIPHOE TIOBBIIIIEHNE PUCKA PA3BUTHSA paKa IIeWKN MaTKU IPU OJIATEIbHOM
npuMeHeHuu KOK (> 5 neT), ogHAKO 9TO yTBEPKAEHUE OCTAETCS IPOTUBOPEUYUBEIM,
IIOCKOJIBKY OKOHYAaTEJIbHO He BEISICHEHO, HACKOJIBKO pPe3yIbTaThl UCCIIeOOBAHUMN
YYUTHIBAIOT COMyTCTBYOILIYE (paKTOPHI PUCKa, HAIIPUMED II0JIOBOE IIOBEOEHUE U
npyrve GakTopsl , HaIpuMep UHGUIUPOBAHUS BUPYCOM MAMIUIJIOMBI YeI0BeKa.

MeTa-aHanu3 JaHHBIX 54 3MUAEMHUOJIOTUYECKUX UCCIeNOBaHUM CBUAETEIbCTBYIOT O
He3HaYUTEeJIbHOM IOBHIIIIEHUY OTHOCUTENBHOTO pucka (OP = 1,24) pa3BuTus paka
MOJIOYHOU XKeJjie3bl Y XKeHINWH, npuMeHsomux KOK. 9TOT HOBHIIIEHHEIN PUCK
IIOCTENEeHHO ucuye3aeT B TeueHue 10 et nocie okoH4YaHusda npuema KOK.

[TockonbKy pakK MOJIOYHOU KeJie3bl Y JKEeHIINH B Bo3pacTe 00 40 n1eT BcTpedaeTcs
PEenKo, yBeIUudeHne KOJIn4YeCcTBa CiIydaeB JUAarHOCTUKM paKa MOJIOYHOU XKeJie3Hl Y
KEHIIVH, IPUMEHSAIOMNX uinu HegaBHo nmpuMeHsanu KOK, aBisgeTcs He3HaYUTEIbHBIM
110 CPaBHEHMIO C OOIIIMM PUCKOM pPakKa MOJIOYHOM XKeJle3bl, @ U3BECTHHI Pe3YJIbTaThl
HCCIeOBaHUM He MOATBEPKOAIOT IPUYUHHO-CJI€ICTBEHHOU CBA3U. [IOBHIIIIEHUE pUCKaA
MOZKeT OBITh 00yCIOBJIEHO KaK 0ojlee paHHEe! JUAarHOCTUKOM pakKa MOJIOYHOU XKeJle3bl
y xkeHIuH, npuMeHsnomux KOK, Tak u 6uonorudeckum gevictreuem KOK unu
codyeTanmeM o0oux pakTopoB. OTMeudeHa TeHOEHIUS, YTO paK MOJIOYHOM JKeJle3H],
BBLISIBJIEHHBIN Y XKEHIIUH, Korga-nu6o npuauManu KOK, KTUHUYeCKU MeHee BhIpaXKeH,
4yeM y TeX, KTO Hukorga He npuHumana KOK.

B pemkux cnydasx y xkeHmuH, npuMeHsaionux KOK, ormeuanu mo6pokadyecTBeHHEIE, a
ele pexe - 3JI0Ka4YeCTBEHHEIE OIIYXO0JIU IIeYeHU. B OTOeNIbHEIX Cllyd4asaX 3TU OIIyXOJIU
IIPUBOAUJIN OTIaCHYIO OJI XKM3HU BHYTPUOPIOIIHOE KPOBOTeYeHUe. B ciydae
BO3HMKHOBEHHUS CUIbHOM OOJIM B SNIUTacTpalbHOU 0071aCTH, YBEIUUYEHNEe TeYeHU UJIN
MMPU3HAKOB BHYTPUOPIOIIHOTO KPOBOTEeYeHUS IpU AuddepeHInanbHON IMarioOCTUKE
cilegyeT YYUTHIBATh BO3MOXKHOCTD HAJIMUUS OIyXOJIU [IeYeHU Y XKEeHIIWH,
npuauMarmux KOK.

ITpueMm BricOKOO030BEIX KOK (0,05 Mr aTMHUIISCTPaANoOsia) CHUXKAaEeT PUCK pakKa
SHAOMETPUSA U SMYHUKOB. OCTaeTcs MOATBEPAUTD, 9TU OaHHBIE MOTYT KacaTbCs U
Hu3kogo3o0Boro KOK.

I pyeue cocmosAaHuA



[TporecTHOB KOMIIOHEHT NpenapaTa Bugopa MUKPO SIBISIETCS aHTaTOHUCTOM
aJIbIOCTEPOHA C KanuiicOeperawiuMy CBOMCTBaMU. B OOJILIITMHCTBE CITy4YaeB
NpUMEHEeHUS He OKUIOaeTCs IIOBHIIIeHNEe YPOBHSA Kalus. B mpoiecce KITMHUYECKUX
HUCCJIeOBaHNUM Y HEKOTOPHIX IMAllMEHTOB C JIETKOW U YMEPEHHON MOYEeYHOU
HEeIOCTATOYHOCThIO ¥ OJTHOBPEMEHHBIM IPUMEHEHHNEM KalnuicOeperaloimx
JIEKapPCTBEHHBIX CPEIOCTB YPOBEHDb KaJilis B CLIBOPOTKE KPOBU HECKOIBKO, HO HE
CYyIlIECTBEHHO, ITOBHIIIAICS IPU IPUMEHEHHUH OPOoCIupeHoHa. [ToaTomy
PEKOMEHOyeTCsI KOHTPOJIb YPOBHS KalIusa BO BPeMsI IIEPBOT0 IIUKJIA JIEUEHU
HaleHTKaM C MOYeYHOM HeJOCTaTOYHOCThIO. YKa3aHHLIM HallieHTKaM TaKxXkKe
peKoOMeHyeTCs mepel HavajioM ITPpUMeHEeHUS IpelapaTa yoepK1uBaTh YPOBEHDb Kalus
CHLIBOPOTKH KPOBHU HE BLIIIIE BEPXHEUN I'PaHUIIBI HOPMBI, 0COOEHHO IPU OOJHOBPEMEHHOM
MPpUMEeHEeHUU KanuiicoeperawIluxX JeKapCTBEHHBIX cpencTB (cM. Pazmen
«B3amMopelcTBUE C OPYTUMU JIEKaPCTBEHHBIMHU CPEOCTBaMHU U OPYTHE BHUOEI
B3aUMOOENCTBUI»).

2KeHIMHBI C TUIEPTPUTIULIEPUEMUEN UJIM CEMENHBIM aHaMHE30M II0 3TOMY
HapYIIEeHUWIO COCTaBJIAIOT TPYNNY PUCKa PA3BUTHSA MaHKpPeaTUTa IIpU NPUMEeHEeHU N
KOK.

XoTs1 co00IIaIoCh 0 HE3HAYUTEJILHOM ITOBLIIIIEHUYN apTePHUaIbHOTO IaBIEHUS Y
MHOTUX 2KEHIIWH, KoTopkie npuHuManu KOK, KTnHHYeCKH 3Ha4YMMOe IOBhIINIeHue A]l
HabOmiomaeTcs penko. HemennenHoe npekpaineHue npueMa KOK Heo6XoguMo TOIBKO
B 9TUX PEOKUX Claydasax. B ciydae OiuTenbHOU apTepUabHOU TUIIEPTEH3UN UIIN
HEBO3MOZXKHOCTHY KOHTPOJIMPOBATH [TOKa3aTelIu apTepPUaibHOTO JaBJIeHUs C IIOMOIIbIO
AQHTUTUNEPTEH3UBHBIX CPEACTB, XKeHIMuHaM npuauMatomux KOK, ciegyer npekpaTuThb
ux npuMmeHenue. Ecnu ato nenecoobpasuo, npuMeHeHrne KOK M0OXKHO BOCCTaHOBUTh
IIoCJie JOCTUXKEeHUsI HopManu3auuu All Teparuu.

Coo06111a710Ch 0 BO3HUKHOBEHUU UM 0OOCTPEHUU YKa3aHHBIX HUXKe 3a00IeBaHUN B
nepuop 6epeMeHHoCTH U npu npuMeHeHuu KOK, HO X B3aMMOCBS3b C IPUMEHEHUEM
3CTPOTEHOB/IIPOTECTUHOB OKOHYATEIbHO HE BBISICHEH: JXKEJITyXa U/UMU 3y, CBI3aHHBIN
C XomecTa3oM, o6pa30oBaHMue KeJTYHBIX KaMHel, mopdupus, CuCTeEMHasi KpacHas
BOJTYaHKa, TeMOJIMTUKO-YPEMUYECKUM CUHAPOM, Xopes CupeHxaMa, repiec
OepeMeHHBIX, IOTePS CiIyXa, CB3aHHas C OTOCKJIEPO30M.

Y XeHIIMH C HacIeqCTBEHHBIM aHl"I/IOHeBpOTI/I‘-IeCKI/Iﬁ OTEK 3K30T'€HHEIE OCTPOI'€HBI
MOTYT MHOYIXUPOBATHL UJIN YCUJIMBATH CUMIITOMBI aHTHOHEBPOTUYECKOT'O OTEKA.

OcTphle UM XPOHUYECKHUEe HapylIeHUs PYHKIUYU ITeYeHU MOTYT ITOTpe6oBaTh OTMEHEI
KOK, noka noka3saTtenu GyHKIMYU IeYeHU He B IIPeNelibl HOPMbBI U IIPUYMHHAS CBSI3b C
KOK OyzmeT ucCKJio4eH.



[Ipu peuuanBe X0JIeCTaTUYECKOU XKEJITYXU U/UMIU 3yaa, CBAI3aHHOI'0 C XOJIeCTa30M, YTO
paHee BO3HUKAJIK B mepuon 6epeMeHHOCTH WU NPedbIayIliero IprueMa IIoI0BhIX
ropmoHoB, npuMeHeHue KOK cnenyeT IpekKpaTUTh.

Xotss KOK MoryT BIUATh Ha nepupeprudecKyo HHCYJIMHOPE3UCTEHTHOCTD U
TOJIEPAHTHOCTH K T'TII0KO3€, HET JaHHBIX OTHOCUTEIbHO HEOOXOOUMOCTH U3MEHSATH
TepaneBTUYECKUN PEeKUM XKEeHIIUHAM C nuabeToM, IPUHUMAOIINX
Huskogo3upoBaHHbie KOK (<0,05 Mr atuHHNSCcTpaguona). OQHaKO XKEeHIINH,
CTpaIaloIInuX CaXxapHLIM nuabeToM, cleayeT TIaTelIbHO 00CjieqoBaTh B TeUEHUE
npuMmeHenuss KOK, ocobeHHO B Hayaie 1e4eHus.

Cnydau 000CTpeHUS 9HOOT€HHOU Oenpeccuu, sanuiencuu, 6one3nu KpoHa u
SI3BEHHOT'0 KOJIUTAa TakKXXe Habmoganuce npu npuMenenun KOK.

HMHorma MozKeT BO3HUKATh XJIoa3Ma, 0COOEHHO y KEHIIUH C XJI0a3Mol 0epeMeHHBIX B
aHaMHe3e. 2KeHIIIMHAM, CKJIOHHBIM K BO3HUKHOBEHHUIO XJI0Aa3MHI, ClieiyeT u3beraThb
BO3OEMCTBUS NPSIMBIX COTHEYHBIX JIydYel UJIN yIbTPadruoIeTOBOTro 00IyYeHusT BO
BpeMd npumeHeHus KOK.

1 TabneTKa CBETJIO-PO30BOTO IIBETA ITpelapaTta CoOoepxKUT 46 Mr j1akTo3r, 1 TabreTka
0eJioro 1BeTa COOEPKUT 22 MT JaKTO3bI. [Ip1 HaTUYNK PeIKUX HacJieqCTBEeHHBIX
COCTOSTHUM HEeNepPeHOCUMOCTH I'aJlaKTOo3kl, medHuIlnuTa JJaKTa3kl Jlanna umu
MaJibaOCcopPOITUY TIII0KO3HI-TaJIaKTO3hI, B ClIydae npeObiBaHus Ha 0€371aKTO3HOM AueTe
clenyeT YYHUTHIBATh YKa3aHHOE KOJIMYECTBO JIAKTO3HI.

ITosviweHue yposHa AJIT

B xope KIMHUYECKUX UCCIIed0BaHUM C ydyaCTUEM MMAllMEeHTOB, II0JIy4YaBIIuX TEePaIuio
OIS JiIedeHUus: BUPyCcHOTo renaTtuta C 1eKapCTBEHHBIMU CPEICTBAMHU, COAEPKAITUMU
oMOMTaCBUP/IIapUTAIPEBUP/PUTOHABUP U macabyBup ¢ mobaBieHHeM pubaBUPUHA WU
0e3 TaKOBOT O, ITOBHIIIIEHNE YPOBHS TpaHcaMuHa3s (AJIT) 6osiee ueM 5 pas BhIIIE
BepxHeU rpanullbl HopMbl ( BMH) HaGnioganochk 3HaYMTENBHO Yallle y XKeHIIWH,
KOTOpHIE IIPUMEHSIN JIeKapCTBEHHBIE CPENCTBa, CoaepKalllie STUHUII3CTPAOHUOI,
TaKie KaKk KOMOMHMPOBaHHLIE TOpMOHalbHbBIe KOHTpanenTuBk (KI'K) (cM. pa3mensl
«IIpoTuBONIOKa3aHusA» U «B3anMonencTBrUe C OPDYTUMU JIEKaPCTBEHHLIMU CPeNCTBaMU
U OpyT¥ue BUOBI B3aUMOOENCTBUMA»).

KoHcynbTanumu/MeouImuHCcKoe o0ciieqoBaHue

ITepen HawamoM MM BO30OHOBJIEHMEM IIPHEeMa IIpelapaTa Bumopa MUKPO
pekoMeHayeTcs coOpaTh MOJTHLIM MEOAUIIMHCKUYN aHaMHe3 (BKJIloYasi CeEMENHbBIN
aHaMHe3), IPOUTH II0JTHOE MEeOUIIMHCKOe 00CIeloBaHNEe U UCKITIOUNTh OEPEMEHHOCTD.
Heo6xomouMo n3MepuTh apTepuanabHoe JaBlIeHNe U IIPOBECTH MEIUIIMHCKOe



oOcremoBaHUe, YYUTHIBAsA MPOTUBOIIOKa3aHus (cM. Pa3men «IIpoTuBOOKa3aHUsI») U
ocobeHHOCTHU ITpuMeHeHus (cM. Pasmen «OcobeHHOCTH TpUMeHeHus»). CienyeT
o0paTuTh BHUMaHUeE XKEHIIMHBI Ha UHPOPMAaIIHUIO ITPO BEHO3HLIM U apTepUalIbHbIN
TpoM0OO3, B TOM 4YHCJIe Ha PUCK, CBI3aHHBIM C TPUMEHEHNEM IIperapaTa Bumopa
MUKPO CpaBHEHUIO C TAKOBHIM ITpu npuMeHeHun apyrux KI'K, mo cumntomos BTO u
ATE, u3BecTHHIX ()aKTOPOB PHUCKa U [IeMCTBUM, KOTOPLIEe HEOOXOOMMO OCYIIeCTBUTD
IIpU IOJO3PEeHUN Ha TPoMOO3.

[TarimeHTKaM PEKOMEHOyeTCS BHUMATEJIbHO IIPOYUTATh MHCTPYKIIUIO 110 TPHUMEHEHUIO
JIEKapPCTBEHHOT'O CPEACTBa ¥ MPUAEPKUBATLCSA PEKOMEHOAINI, COOepKallluXCs B HEeH.

YacToTa u XapaKTep OCMOTPOB HOJIZKHBI OCHOBEIBATLECA Ha CYIIECTBYIOIIIUX HOPMaX
MeOUIIMHCKOM IMPAKTHUKHN C YHE€TOM MHONBUOYAJIBHBIX ocobeHHOCTeNn KaxKaou
2KEHIITNHEI.

[TarmmeHTOK HYKHO MPenyIpeauTh, YTO TOPMOHAaIbHbEIE KOHTPAIEITUBE HE 3alUIIaioT
oT 3apaxenust BUY-undexkiueit (CITHMOoM) u m006M OPyruM 3a00I€eBaHUEM,
repenarnIiuMCcs ITOJIOBBEIM ITYTEM.

Cuuxenue 3¢pHeKTUBHOCTHU

AdbderTuBHOCT KOK MOXKET CHUXKATHLCS B CIIy4dae IIPOITyCcKa npuema TabieTKu (CM.
Paspen «Cnocob mpuMeHeHus U mo3bi»), paccTpoiicTB 2KKT (cMm. Pazmen «Crioco6
NIPUMEHEHUS U OO3bI») UJIM IIPU OJHOBPEMEHHOM NPUMEHEHUHU OPYTUX JI€eKapPCTBEHHBIX
cpenctB (cMm. Pa3men «B3aumopgencTBrue ¢ APYyTUMU JI€eKapPCTBEHHLIMU CPeACTBaMU U
Opyrvue BUOLI B3aUMOOENCTBUM »).

HapymeHHe ITHUKJIIa

[Tpu npueme KOK MoryT HabmogaThCst HEPETYISIPHBIE KPOBOTEYEHUS (KPOBSIHUCTHIE
BBLIEJIEHUS UIU ITPOPLIBHBIE KPOBOTEYEHH), OCOOEHHO B T€UEHUE IIEPBBIX
HECKOJIbKUX MecsueB. Eciu mocie Tpex MeHCTPYyaJIbHBIX ITUKJIOB TaKMe KPOBOTEUEHU S
MIPOJOIXKAIOTCS, UX CJIeAyeT CYUTaTh CEPhbe3HBIMU.

Ecnu HeperynsipHble KPOBSIHUCTHIE BBIIEJIEHUST COXPAHSIOTCS UJTHA MTOSIBIISTIOTCSI TIOCTIE
reproaa PeryisapHBIX KPOBOTEUEHUH, HY2KHO PAaCCMOTPETh HETOPMOHAJTbHBIE
MIPUYNHBI KDOBOTEYEHUH ¥ COOTBETCTBYIOIINE OAUATHOCTUYECKNE MEPOTIPUSITHUS,
BKJIIOYas 00cliemoBaHue C 11e/Ibi0 UCKITIOUEeHUST HaJInuus onyxoJsei u 6epemeHHocTH. K
OUarHOCTUYECKUX MEPOIPUSITUN MOXKHO BKITIOYHUTH KIOpEeTaxX.

Y HEeKOTOPHIX XKEHIIMH MOXKET He HaCTYIIUTh KPOBOTE€YEeHNE OTMEHEI BO BpeEMS
repepriBa B IpueMe Ipemnaparta. B ciaydae npuema KOK B cOOTBETCTBUU C
yKa3aHusAMHU pa3gena «Crmocod npruMeHeHUs U J03bl» 0epeMeHHOCTh MaJloBEPOSTHA.
Opnako ecnu nmpueM KOK mmpoucxoouil HEPEryasapHO K OTCYTCTBUIO IIEPBOT0



KPOBOTEYEHMSI OTMEHEI UJIN €CJIH KPOBOTEUYEHHSI OTMEHLI OTCYTCTBYIOT B TeUEHHE OBYX
IIUKJIOB, ITepen npoajomkeHrneM npuMeHeHnss KOK Heo6XoguMo HCKITIOYUTh
0epeMeHHOCTb.

CrnocoOHOCTH BJIMATH Ha CKOPOCTHh PEaKIIMH IIPH YIIpPpaBJIeHUH
ABTOTPAHCIOPTOM MJ/IHM PadoTe C MeXxaHHu3MaMH

Hukakux uccienoBaHuil 0 BIUSHUY IIpeliapaTa Bugopa MUKPO Ha CKOPOCTh PeakIuu
IIPY yIIpaBIeHUH aBTOTPAHCIOPTOM MUJIM paboTe C ApyruMU MexaHUu3MaMHu He
MTPOBOAMUIIOCH. He oTMedasioch BIUSHUS Ha CIIOCOOHOCTD YIIPaBISITh aBTOMOOUIIEM UTU
paboTaTh C MeXaHM3MaMM Y KeHIIUH, npuHuMatmmux KOK.

IIpuMeHeHHEe B IepHOJ 0€epPEMEeHHOCTH /I KOPMJIEHHSI T'PYAbIO

BepemeHHocmb. IIpenapat IPOTUBOIIOKA3aH K IPUMEHEHUIO B IIepuoa 6epeMeHHOCTH.

B cnydyae BO3HUKHOBEHUSI OEPEMEHHOCTH BO BpeMs IIPUMEHEHU NpelapaTa Bugopa
MHUKPO ero nprueM HeoOXOguMOo IIPEeKPaTUTh HeMenieHHO. OmHaKo pe3yJIbTaThl
SMIUOEMUOJIOTHYECKUX UCCIIeNOBaHUM He YKa3bIBalOT Ha IIOBLILIEHNE PUCKa
IIOSIBJIEHUS BPOXKOEHHBIX IIOPOKOB y AEeTel, MaTepu KOTOPHIX IpuHuManu KOK no
0epeMeHHOCTH, TaK XKe, KaK M Ha CYyIlleCTBOBaHUE TePaTOTe€HHOT0 IeMCTBUS IIPU
HenpenHaMmepeHnHoM npueme KOK B TeueHne 6epeMeHHOCTH.

HccnemoBaHus Ha XXUBOTHBIX MMOKAa3aJIu HaIu4dKue NOO0YHBIX 3(P(HeKTOB BO BpeMs
0epeMeHHOCTH 1 KOpMJIeHUs Irpyabio (cM. Pa3men «®apMaKoIOruYecKrue CBOMCTBa»).
Ha ocHOBe 3TuXx ucciegoBaHUM Ha XKMBOTHBIX HEJIb351 UCKIII0YaTh HexXejlaTeJIbHbIEe

9 PeKTH BCIeaACTBUE TOPMOHAIBHOTO AEUCTBUS AEUCTBYIOIINX BelecTB. OQHAKO
obuuii onblT npuMeHeHuss KOK B mepuopg 6epeMeHHOCTY He CBUOETEJILCTBYET IIPO
CyILLIeCTBYIOIllee HexKejlaTeJIbHOEe BO3OENCTBUE Y YeJlOBeKa.

HMerlomnrecs maHHLIE 10 IPHEMY IIpelapaTa B Iepuoq 0epeMeHHOCTH CIIHIITKOM
OTrPaHUYEHHI [IJIsI TOTO, YTOORI CAeIaTh BEIBOOEI OTHOCUTEILHO HeraTUBHOTO BIIMSTHUS
mpemnapaTta Bumopa MUKpPO Ha TedyeHHne 0epeMeHHOCTH, 30OPOBbe IIJIofa 1
HOBOPOXKOEHHOTO. [0 CUX ITOP HEeT HUKAKUX COOTBETCTBYIOIIHUX SIIUIEMHUOJIOTUUECKUX
OAHHBIX.

[Tpu BoCcCTaHOBIEHUY IIPUMEHEHU IIpelapaTa Bugopa MUKpPO ClenyeT yUUTHIBaTh
MOBHINIIEHKE pUCKa pa3BuTtus BTI B nocnepomoBoM nepuope (cMm. Pasgensl
«OcobeHHOCTU TpUMeHeHUsT» «C1oco0 NTpUMeHEHUS U TO3bI»).

ITepuoo kopmaeHusa 2py0vro. KOK MOTyT BIUATh Ha KOPMJIEHHE T'PYObIO, IIOCKOJIBKY
107 UX BIUSTHHEM MOXKET YMEHbIIaThCs KOJIMYECTBO I'PYAHOTO MOJIOKa, a TaKXKe
U3MEHATHCA ero cocTtaB. HecmoTps Ha 570, KOK He pekoMeHOyeTCsa IpUHUMATh B



Tepuos KopMiIeHUs rpynbpio. HeGonbiire KoMUYecTBa KOHTPALEIITUBHBIX CTEPOUIOB
H/UM UX MeTabOoJIMTHL MOTYT IIPOHUKATh B TPyOHOE MOJIOKO Ipu npuMmeHenuu KOK.
9Tu KonudyecTBa MOTYT IIOBIUATH Ha peOeHKa.

d®epmuavHocmes. [Ipenapat Bugopa MUKPO MMOKa3aH AJIA IIpegoTBpalleHus
6epeMmeHHOCTHU. MH(pOpMaIHIO 10 BOCCTAHOBJIEHNIO (PEPTUIBHOCTUA CM. B pa3ferie
«®apMaKoJIOTUYeCKUEe CBOUCTBA».

Croco0 nmpuMeHEeHHUsI M T03bI

Cnocob npumeHeHUusi: Nepopa/ibHO.
Ilo3upoeka
Kak npumensimb npenapam Budopa MUukpo

TabneTku cienyeT IPUHUMATDL €KeJHEeBHO COTJIaCHO MOPSAKY, YKa3aHHOMY Ha
yIaKOBKe, IPUMEPHO B OTHO U TO XK€ BpeMs, 3aluBasi Ipu HeoOXOOUMOCTH
HeOOJILIIIUM KOJIMYEeCTBOM XKUAKOCTU. TableTKu MPUMEHSATh HellpeprIBHO. [Ipenapar
npuHUMaTh 1o 1 TabneTtke/cyT B TeueHnue 28 gHelu noapsan. [Ipuem TabrieToK U3
KaX[oH cienylolllell yIakKoBKHY CJjiefyeT Ha4yWuHaTh Ha CJIeAyIolInui OeHb I10oCcJie
OKOHYAHUS INpenbiaylnel ymakoBku. OOBIYHO, KPOBOTeYEeHWEe OTMEHBI HaUMHAeTCs Ha
2-3-11 meHb MOCJie HadaJlla npueMa TabeToK 1arebo (IMociegHul Psam) 1 MOXKeT He
3aKOHYUTHLCS OO Havajia IrpueMa TabJIeTOK U3 CJIeQyIonle YIIaKOBKH.

Hauano npumeHeHusa npenapama Budopa Mukpo

I'opmoHavHbIX KOHMpPauenmueos 8 npedvlOyw,ul nepuod (Npow1bllu MecAu,) He
NPUMEHAAUCH

[TpueM TabreToOK clegyeT HauMHATDL B 1-1 IeHb eCTECTBEHHOTO LIMKIIa (T.e. B 1-1 JeHb
MEHCTPYyaJIbHOTO KPOBOTEUYEHUS).

ITepexo0d ¢ dpyeou KOK, 8a2uHan1bHO20 KOAbUA UAU MPAHCOEPMAIbHO20 NAACMbIPA

XKemnaTenbHO HayaTh ITpueM TabJIeTOK npernapaTa Bumopa MUKpPO Clenyionnil meHb
IocJie IIpueMa IocjegHel ropMoHcoaepxkaileil Tabnetku npeneigyuiero KOK, Ho He
TMO3[IHEE CIIEeOYIOIIEro OHS II0C/e TepephiBa B TpueMe TabJIeTOK WU IIOCJIe IprueMa
tabneTok ninanedo npeneigyinero KOK. Ipu ncnonb30BaHUM KOHTPAIIEITUBHOTO
BarvHaJILHOTO KOJIbIla UJIM TPAHCOEPMAaJbHOTO IIJIaCTHIPA CliedyeT HadaTh IPUHUMATD
npenapat Bugmopa MUKPO B OeHb yOaJleHUsI CPeACcTBa, HO He ITO30Hee OHs, Korga
Heo0X0OuMO MOCIenyollee IPUMeHeHNEe 3TUX ITpeIrapaToB.

HQDQXOO c mMemoda, OCHOBAHHO20 HA npumeHeHuu moJsibKo npozeecmaezeHda ( «MUHU-
nuau», uUHsexKuuu, UMN/AAHMul) UuAU eHympumamquoﬂ cucmemMbl C npozcecmaeeHom



MoxKHO Ha4YaTh IIpKHeM IIpenapaTa Bugopa MuKpo B 11000 OeHb IOCjie IpeKpalleHust
mprueMa «MUHU-TIUIN» (B CIIy4ae UMIIJIAHTA WJIM BHYTPUMATOYHOM CHUCTEMEHI - B MEHb
WX yOaJIeHus, B ClIydae MHBHEKIIUH - BMECTO Clenyoilel nabekiun). OmHaKO BO BCEX
CIIy4asiX PpeKOMEHIYeTCs OOIIOIHUTEIbHO UCIIOIb30BaTh OapPbePHBIH METO[I
KOHTpAIIEIIINY B TeUeHHe MePBLIX 7 OHEel IpueMa mpernapara.

ITocae abopma 8 nepgom mpumecmpe bepemeHHOCMuU

Mo>xHO HauuHATE [IpUeM IIpenapaTta Bugopa MUKpo cpa3y. B TakoM ciiy4yae HET
He0oOXOOUMOCTH ITPUMEHSTH [OIIOJITHUTENIbHBEIE CPENCTBA KOHTPAIIEIIIIUH.

ITocse podoe uau abopma 80 8MOpPOM mpumecmpe

PekomeHpgyeTcss HaumHaATh IpueM npenapaTta Bugopa Mukpo ¢ 21-28-ro gHs nocrne
pomoB unu abopTa BO BTOPOM TpuMecTpe 6epeMeHHOCTHU. [Ipu Oonee mo3mHeM Hadarse
nmpueMa TabJIETOK PEKOMEHAYETCS JOTIOTHUTEIbHO UCII0JIb30BaTh OapbePHBINA METO[
KOHTpAIIEIIINU B TeUYeHUe NePBhIX 7 OHeM npuema TabneTok. OgHAKO, €CIU I10JIOBOM
aKT y2Ke COCTOSJICS, TO Iepel HadajioM IPUMEHEHUS npenapara CiaenyeT UCKIII0UYUTh
0epeMeHHOCTb UIU JO0XKAaThCs HACTYIJIEHUS ITIEPBOM MEHCTPYyalluu.

B cnydae kopMiieHue Tpyabio CM. pa3nen «[IpuMeHeHue B riepuop 0epeMeHHOCTU UJIU
KOPMJIEHUS TPYOBIO».

9dmo Oesamb 8 cayuae nponycka npuema mabiemku

[Tponnyckom B mpueMe TabneToK nmnanebo u3 nociegHero (4-ro) psiga MOXKHO
npeHeOpedyb. OQHAKO UX CJiefyeT UCK/IIOUUTD U3 YIIAaKOBKM, YTOOBI N30eXKaTh
HellpeIHaMepPeHHOro yoJinHeHue (pa3sl NpuMeHeHus anebo. HuxenpuseneHHbIE
yKa3aHUSA KacalTCs TOJIBKO IIPONYIIEHHBIX aKTUBHBIX Ta0JIETOK, COmepKaliux
OEeNCTBYIOIINE BellleCTBa.

Ecnu ono3manue B mpueMe TabJIeTKU He MpeBHIlIaeT 24 4aca, IIPOTUBO3avaTOYHOEe
OeMCcTBUe IIpernapaTa He CHuXKaeTtcs. [IponyIiieHHyo TableTKy Halo IIPUHSATL Cpasy,
KaK TOJIBKO 3TO BBIICHUIOCH. Cenyioilyio TabJIeTKy U3 9TOU YIaKOBKU ClIeAyeT
MTPUHUMATh B OOBIYHOE BPEMS.

Ecnu ono3ganue ¢ mpuemMoM 3a0bITOM Tab/IeTKU mpeBhIliaeT 24 4aca,
KOHTpALleIITUBHAS 3allluTa MOXeT CHU3UTHCS. B TaKOM cilyyae MOXKHO
PYKOBOICTBOBATHLCSA OBYMSI OCHOBHBLIMU IIpaBUJIaMU:

e PEKOMEHIOBAHHOM eCTh IIePEePhIB B IIpHeMe rOpMOHCoOgepKallux TabIeToK,
KOTOpas OJIuTCs 4 OHs, IIePeprIB B IIpueMe TabJIeTOK HUKOI'a He MOXKeT
IpeBHIIIaTh 7 OHEN;



e aJleKBaTHOE YyrHEeTeHHEe CUCTEMBI TUIIOTAIaMyC-TUITOGU3-TUIYHUKN HEITPEePHIBHOT'O
nmpueMa TabJIeTOK B TeueHue 7 JHeH.

B cooTBeTCTBUU C 3TUM B IOBCEOHEBHOU XKHW3HU cienyeT PyYKOBOOCTBOBATLECA
HUKEeIIpuBEeOEHHBIMHU PEKOMEHOAITUAMM:

IeHv 1-7

CrnenyeT MPUHSATH ITOCIIEIHIOI ITPOIYIeHHYI0 TabIeTKy KaK MOXKHO CKOpee, maxKe
eC/Iy IMIPUOEeTCs IPUHSTh OBe TabJIeTKu ogHOBpeMeHHO. [Tocie 3Toro mpomosikaTh
MIPUHUMATh TaOJIeTKH B 0OBIYHOE BpeMsi. KpoMme TOro, B TeUYeHUe CIeOyIonuX 7 mHeHn
HeoOXOOUMO MCIIOIb30BaTh OaPhePHEIM METOO KOHTPAIIENINY, HallpuMep
IIpe3epBaTUB. B ciydyae, eciiu B IpeapIayIIue 7 MHeH COCTOSICS MOJIOBOM aKT, CliedyeT
VYUTHIBAaTh BO3MOXKHOCTh HACTYIIJIeHUsT 6epeMeHHOCTHU. YeM Gobiiie TabIeToK
IIPONYIIEeHo 1 YeM OHuxKe IIepron IpuMeHeHus TabIeToK I1anebo, TeM BEHIIIEe PUCK
0epeMeHHOCTH.

IleHv 8-14

CnenyeT IPUHSATH MOCIEOHIOI IIPONYIIEeHHYI0 Ta0IeTKy KaK MOXKHO CKOpee, Iaxke
€CJI¥ MMPUAEeTCS NPUHSTH ABe TabJIeTKU OgHOBpeMeHHO. [Tocie 3TOro mpoaoskKaTh
MMPUHUMATh TabIeTKu B 0OBIYHOE BpeMsi. [Ipu yClIoBUM, UTO KEHIIUHA ITPAaBUITBHO
MpUHUMasa TabJIeTKU B TeueHue 7 OHeM mepeq IIPoIyCKOM HeT HeOOXOOUMOCTHU

KM CIIOJIb30BaTh OOIIOJTHUTEJIbHEIE IPOTHBO3aYaTOUYHEIe cpeacTBa. Eciu 9To He Tak uin
mpomnyieHa 6onee 1 TabneTKH, PEKOMEHIYETCS UCIIOJIb30BaTh JOIOIHUTEIbHEIE
MEeTOMbl KOHTPAIENIIuu B TeueHue 7 gHeMu.

ITeHv 15-24

Puck cHUXKeHUST HafeXXHOCTH BO3paCTaeT IIpU NPUOIUKEeHUN ITIepruoaa IPUMeHeHU s
TabneTok niaiebo. OgHaKo Ipu COOIOAEHNUM CXEMEI TpueMa TabJIeTOK MOXKHO
n30exKaTh CHUXKEHUS KOHTPALIEITUBHOM 3aIUTH. ECIN IpUaepKUBaThHCSI OJHOTO U3
HUXKEeCJIeAYIOIINX BApUaHTOB, TO He BO3HUKHET HE0OXOMMOCTHU HUCIIOTh30BaTh
HOOTIOJTHUTETbHbIE KOHTPALIETITUBHLIE CPELICTBA IIPU YCIOBUY IIPABUIILHOTO IIpHUEeMa
TabJIeTOK B TeYeHue 7 OHel mo mponycka. Eciiu 9To He TaK, peKOMEeHIyeTCs
MIPUAEePKUBATHCS IIEPBOT0 U3 HUXKECIIEAYIOIINX BapUaHTOB U MCIIOIb30BaTh
OOIIOTHUTEIbHEIE MEeTOIbI KOHTPAIIEIIIIUY B CIIEAYIOIINe 7 THEMH.

1. CnemyeT NIpUHSTH ITOCJIEOHIOO MTPOITYIIIEHHYIO TabIeTKy KaK MOXKHO CKopee,
oaxke ecliy IMIPUuaeTcs NPUHATDL ABe TabIeTKU OqHOBpeMeHHO. [Tocie 3Toro
MTPOAOJIKaTh NTPUHUMATh TaOIeTKN B OOBIYHOE BPEMS OO0 OKOHYAHUS IPUMEHEHUS
aKTUBHBIX TabeToK. 4 TabjseTKaMu njaiebo U3 nocjiegHero psaga HeoO0X0guMo
npeHebpeus. TabmeTKu U3 CclaenyroIllel yIIakKoBKU cjiedyeT HadaTh IIPUHUMATh
Ccpasy e 1ocJjie IpUMeHeHUs IocieqHe aKTUBHOM TabeTKu. MaloBeposiTHO,



4YTO KPOBOTEYEHUE OTMEHBI HAUHETCS OO0 OKOHYaHHUS IIpHeMa BCeX aKTUBHBIX
TabIeTOK U3 BTOPOM yIIaKOBKM, XOTSI BO BpeMs IIpueMa TabjIeTOK MOTYT
HabI0JaThCSA KPOBIHUCTHIE BHIIEIEHUS UJIN IIPOPEIBHOE KPOBOTEYEHHUE.

2. MoxXHO TakXe IPeKpPaTUTh IpUeM aKTUBHBIX TaOJIEeTOK U3 TEeKyllel YIIaKOBKHU.
3aTeM ciengyeT NpUHUMaTh TabIeTKH niaiebdo U3 NOoCIeJHero psifga B TeueHue 4
OHeM, BKJII04Yas OHU IPonycka TabJieToK; IprueM TabJIeToK clenyeT HadaTh CO
clleyrollen yIIakKOBKU.

Ecnu mocre nponycka B mpueMe TabJIETOK OTCYTCTBYET OXKHUAaeMoe KPOBOTeYeHUe
OTMEHHI B TeYeHUeEe IIePBOT0 HOPMAaJIbHOTO ITepephiBa B IIpUeMe IIpenapara, To
BO3MOXKHa 0epeMeHHOCTb.

PexkomeHOauuu 8 cayyae HapyweHul co cmopoHbl 2KKT

[Tpu Ts1:xKenbIXx HapylneHUsax co cTopoHsl 2KKT (Hanpumep, pBOTa UIU OHUapes)
BO3MOZKHO HEMOJIHOEe BCaChlBaHHE MpemnapaTa. B TakoM ciiydae ciaefyeT IIPUMEHSTh
OOMOJITHUTEJIbHBIE CPEeACTBA KOHTPallenuu. Eciiu pBoTa Ha4yajloCh B TeueHue 3-4
YacoB II0CJIe IpreMa aKTUBHOM TabJIeTKH, KaK MOXHO CKopee He0OXOOuMO IIPUHSTD
HOBYIO (3aMeCTUTENbHYI0) TabneTKy. ClneayoIlyio TabeTKy, eClIi BO3MOXKHO, CJIeqyeT
MIPUHSATH B TeUeHHe 24 4acoB B paMKaxX pexxuMa OOBIYHOTO mprueMa. Eciu mporiio
0osee 24 4acoB, IpHUeMJIEMON SIBISIETCS PeKOMeHOallusI, IIpUBeIeHHas BhIIIIE B
pa3nesie «Cnocob MpUMEHEHUS U 03bI» MOAIIYHKT «YTO genaTh B ClIydae IIPoIycKa
npuema tabnetku». Eciu XKeHIMHaA He X04eT MeHSITh CBOM rpaduk npuemMa TablIeToK,
el HeoOXOOUMO TIPUHSTH OOIIOJTHUTEJIbHYI0 TabneTKy (1) ¢ mocjieayonie yIakKOBKH.

Kak omcpodyumb HacmynszieHue Kposome4dveHusAa OmMeHbl

YTo0BI 3aepKaTh NEPHUOM HACTYIJIEHUS KPOBOTEUYEHHUSI OTMEHEI, CjleqyeT
ITPOOOJIKAaTh NPUHUMATh TabJIeTKH mpenapaTa Bugopa MUKPO U3 HOBOM YIIAaKOBKU U
He IpUHUMAaTh TabneTKu mnanebo U3 TeKylllel yImakoBKU. Eciu ecTh XKejaHue, CPOK
IIpreMa MOXKHO MPOMOOIXKUTh BIIJIOTh IO OKOHYAHUS aKTUBHBIX TabJIeTOK M3 BTOPOU
ynakoBKH. [Ipu 3ToM MOKeT HabJIomaThCs MPOPHEIBHOE KPOBOTEYEHUE UITH
KPOBSIHUCTHIE BhIgesieHusi. OOBIYHO ITPHUEeM IIpernapaTa Bumopa MUKPO
BOCCTaHaB/IMBAIOT MOCJIE IprueMa TabneToK mniaiebo.

YT0o0OB CMECTUTH BpeMSI HAaCTYIIJIEHUSI KPOBOTEYEHUST OTMEHHI Ha OIPYroi HeHb Helenu,
PEKOMEHYEeTCSI COKPATUTh IIePePhIB B ITpueMe TabjieToK mniaiedo Ha CTOIbKO OHEH,
Ha CKOJIBKO XKejaTeNnbHo. CliegyeT OTMETUTD, UYTO YeM Kopoue OyaeT ImepepriB, TEM
YJale HaO/IogaeTCcs OTCYTCTBHE KPOBOTEYEHUSI OTMEHHI U ITOSBJIEHNE ITPOPBIBHOTO
KPOBOTEUYEHUS NN KPOBSHUCTHIE BBIIEIEHUS B TeUeHe IpueMa TablIeTOK 13 BTOPOU
YIIaKOBKHY (KaK M B CJIy4dae 3aJep2KKM HaCTYIIJIEHUS MEHCTPyallul KPOBOTEYEHUS
OTMEHBHI).



HeTn

[IpenapaTt noka3aH OJjis IPUMEHEHUS 10 Ha3HaYeHUI0 Bpaya TOJIBKO II0CJie
HaCTyIJIEHUs YCTOMYUBBIX MEHCTPyaluu.

Ilepego3upoBKa

ITo cux MOp HeT HUKAKUX MaHHBIX KIMHUYECKUX UCCIIeOOBAHUM OTHOCUTEJIBHO
repeno3upoBKHU TabIeToK mpenapara Bugopa mukpo. Ha ocHoBaHuM 00IIIero OmbITa
npuMeHenusi KOK mpu mepemo3upoBKe MoxKeT HaOII0OaThCS TOITHOTA, PBOTA, Y
MOJIOIBIX OEBYIIEK - BlarajuIllHOe KPOBOTeYeHUe. BaranuiiHoe KpoBOTeYeHHE
MOZKeT HabJIIoaThCs Y AeBYIIIeK faxKe 00 HaCTYIJIEHUsS MeHapxe B ClIydae
HeIpeIHaMePEeHHOT0/CITy4aHOT 0 IPUMEHEHUS TeKapCTBEHHOT O CPeCTRa.
CrneinuaabHOTO aHTUAOTA HE CYIIeCTBYET, IeYeHUe HOJIKHO OBITh CUMITOMATUYECKUM.

ITobo4YHbIE peaKIIuu

[Ipo cepbe3Hble TOOOYHBIE pPeaKIny y MalueHToK, mpuHuMaomux KOK, cM. Takxke
pa3nen «OcobeHHOCTH TpUMeHeHUsT». HuKenpruBeaeHHbIe TOO0OYHbIE peaKIIuu
HaOJIoganuch IpyU IpUMeHeHU Y ITpenapaTa Bugopa Mmukpo (cm. Tabnuity 3).

B Tabnuile HUXKe IPUBEAEHBI TOO0YHBIE PEAKIIUU COTJIACHO KJIaCCOB ¥ CUCTEM OPTraHOB
MedDRA. YacToTa nipuBefieHa Ha OCHOBe KJIMHUYECKUX HaHHbIX. Hanbonee
npuemnemeie Cpokud MedDRA mcnonb30BaHE OIS ONIMCAHUS ONPedesIeHHBIX PeaKIIui
U X CUHOHUMOB U CBSI3aHHBIX COCTOSIHUM.

YacTtoTa n0O0YHBIX peaKIuii, 0 KOTOPHIX COO0Ianochk B Ipolecce KINHANYECKUX
KCCIeIoOBaHUY IIpemnapaTa Bumopa MUKPO KaK OPajIbHOIO0 KOHTPALeIITUBA U OJIs
JleYyeHUs HeTsIXKeNIbIX (OPMbI aKHE COTJIaCHO CPOKOB, KJIaCCOB CUCTEM OPraHOB
MedDRA.

Kmnaccer u
CHUCTEeMBI OPraHoB (HYacTeie Heuactrie (=1/1000, Penokue(=1/10000,
YacToTa He
(MedDRA Bepcus (|(=1/100, <1/10) |<1/100) <1/1000)
9.1)

HNHpeKLMoOHHBIE U
rmapa3uTapHbIe Kaunoumos
3a00JIeBaHusI




Co CTOPOHEI

KPOBEHOCHOU U AHeMus,
muM@PaTHIECKOM TPOMOOIIUTEMHUS
CUCTEMBI
Co cTOpOHEHI
. Anneprudyeckue
UMMYHHOU [umepuyBC
peakuu
CUCTEMEI
Co CTOpOHEHI
. OHIOOKPUHHBIE
9HOOKPUHHOM o
paccTpoyrcTBa
CUCTEMEBI
[ToBHEINIIEHHBIN
Co CcTOpPOHEI aIllleTUT,
oOMeHa BeIlleCTB AHOPEKCHsI,
U IIUTaHUA TUIepKaaneMus,
TUIIOHATPHUEMUS
Henpeccus,
Co cTopoHBI OMOIMOHAJIbHASA AHoOprasmus,
HEPBO3HOCTS,
TICUXUKH 71aOUIILHOCTD OecCcoHHHIIA
COHJIUBOCTDb
Co cTopoHBI ["'0JI0BOKpYKEHHE,
. I'onoBHas 601b BepTuro, Tpemop
HEPBHOU CUCTEMHI ImapecTe3nuu

Co cTOpOHEI
OpraHoOB 3PEHUs

KOHBIOHKTUBHUT,
CUHAPOM CYyXOTro
ria3a,
HapylleHue
3peHus

Co CTOpPOHEI
cepnua

Taxukapaous




Co CcTOpOHEI
COCyaoB

MurpeHs, BapruKO3HOE
pacluiupeHue BeH,
apTepuasbHas
TUIIEPTEH3USA

dnebdur,
COCYOUCTHIE
pPacCcTpOUCTBa,
HOCOBOE
KPOBOTEYEHUE,
00MOPOK,
BEHO3Has
TPOMO03IMOOIUS
(BT9),
apTepuasibHas
TPOMO03IMOOIHS
(ATE)

Co cTOpoHBI
XKeJygo4HO-
KHUIIEYHOT O
TpakTa

TommHoTa

Bosb B XKHUBOTE, PBOTA,
OUCIEeIICHs,
MEeTEeOpPU3M, TaCTPUT,
ouapes

BagyTtue xuBoTta,
JKeIygo4YHO-
KHUIIIeYHbIE
PacCcTpPOUCTBa,
YyBCTBO
epernoIHeHU s
JKeIygo4HO-
KHIIIEeYHOTI'0
TPaKTa, IpPhlzKa
OUILEBOOHOTO
OTBEPCTUSA
ouadparmel,
KaHOuOo3
POTOBOM IIOJIOCTH,
3amop, CyXoCTh BO

pTY

Co cTOpOHEBI
[IEeYEeHU U
KeT4EeBBIBOOSAIINX
nyTen

Bomnb B XXenmuyHoM
ny3hIpe,
XOJIEITUCTUT




CoO CTOpPOHEBI KOXKH
U IIOOKOZXKHOM
KJIeTYATKUA

AKHe, 3yH, BEICBITIAHUA

Xioa3Ma, 9K3eMa,
aJIoIelus,
yrpeBast
OepMaTHur,
CYXOCTh KOXKH,
y310BaTas
9pUTEMA,
TUIIEPTPUXO03,
HapyLIeHue Co
CTOPOHBI KOXH,
CTpHH,
KOHTAKTHBIN
oepMaTHurT,
doTomepmaTur,
«y3JIbI» Ha KOXKe

MynbTudO¥
spuTeMa

Co CTOPOHEI
KOCTHO-
MBIIIIEYHOM
CUCTEMEI U
COeOHUHUTEJIbHOU
TKaHU

Bonw B ciuHe, 00JIb B
KOHEYHOCTAX,
CYOOPOTH MABIIIII]




HucrapeyHus,

BarunamnbHBIN

BYJIbBOBaArmHUT,
KaHOUIO03, Ta30Bas

IIOCTKOUTAJIbHASA
00J1b, YBeJINUEHUE

KPOBOTEUYEHUE,
MOJIOYHEBIX JKeJies,

KPOBOTEUYEHUE

(pubpo3HO-KMCTO3HAS
OTMEHEBI, KHCTa

MacCTOIIaTHd, .
MOJIOYHOM
MaTO4YHOe/BaruHajabHOe
JKeJie3hl,
Bone3HeHHOCTh [KpOBOTEYEHUE *,
Co CcTOpOHEI rurepnna3us
. |MomouHBIX BBIIEJICHUS U3 B
PENpPOOYyKTUBHOMN . MOJIOYHOU
JKeJses, TeHUTaJIu1, IIPUJIUBHI,
CUCTEMEI U JKeJie3hl,
MeTpopparus *, |BaruHUT, HapyIllleHue
MOJIOYHEIX XKeJje3 HOBOOOpPa30BaHUS
aMeHopes MEHCTPYaJIbHOT' 0 .
MOJIOYHOM

LIMKJIa, JUCMEHOpes,
JKeJe3bl, ITOJIUI
TUIIOMEHOpes, .

IIeNKU MaTKH,
MeHOpparusi, CyXoCTh

aTpodusa
BJIarajnmia,
. 9HIOMETPUS,
COMHUTENBHBIN Ma30K
KHCTa SIUYHUKA,
o [Tannarukosay,

yBEINYEHNUE
CHUKEeHUe TUOumo
MaTKH

AcCTeHUud, IOBLIIIIEHHAS
IIOTJIUBOCTH, OTEK

Oo61ue .
. (reHepanu30BaHHBIH, Hepomoranue

pacCcTporcTBa .

nepudepudecKuii 0TeK

U OTEK JIUIla)

YBenunueHue MacChl YMeHbIlIIeHne
HUccnenoBanue

Tesa MAaCCHI TeJjia

* HeperynsipHble KPOBOTEUYEHUST OOBIYHO MCYE3al0T NPHU ITPOOOJIXKEHUH Teparuu
OnucaHue OTHOEebHBIX TOOOYHBIX PeaKITUi

Y xeunmuH, npuHuMaBiux KI'K, HaGmrogancs MOBHIIIEHHBINM PUCK PA3BUTHS BEHO3HBIX
WUJIM apTePHUaJIbHBIX TPOMOOTUYECKUX U TPOMO03MOOIMYECKUX SABJIEHUM, B TOM YUCJIE
nHpapKTa MHUOKapaa, uHcynbTa, TUA, BeHO3HOTr0o TpoMO03a u TAJIA, KOoTOphIe
nonpoOHO onucaHH B pa3gene «OcoOeHHOCTU IPUMEHEHUST».

HuxxenpuBeneHHBIE cepbe3HBIEe TOOOYHBIE PeaKITUU HabOIIooaauch y XKEeHIIHH,
npuMensomux KOK, Takxke OblIv OnMCaHHB B pa3aene «OcoOOeHHOCTH IIPUMEHEHUSI»:



e BeHO3HHEIE TPOMO03MOOIMYECKHE PACCTPONUCTBA;

e apTepuajbHBEIE TPOMOOOMOOINYECKHE PACCTPOMCTBA;

e apTepHabHas TUIEPTEH3US;

e OITYXOJIW TIeUEHH;

e Pa3BUTHE UM 000CTPeHHue 3a00IeBaHui, I KOTOPHIX CBSI3b ¢ mpueMoM KOK He
BBLISICHEH OKOHUYATeNIbHO: 601e3Hb KpoHa, HecnenubuueCKuil S3BeHHBIH KOJIUT,
SIUJIETICHSI, MHOMAa MAaTKH, MMOPGUPHS, CUCTEeMHAsI KpacHasi BOITYaHKa, Teprec
OepeMeHHHIX, xopesd CugeHxaMa, TeMOIUTHKO-YPEMUYEeCKUH CHHIPOM,
XoJIecTaTu4ecKas XeJITyxa;

e XJI0A3Ma;

e OCTpBIE UJIM XPOHUYECKHE HaPYyIIeHUST PyHKIIUY ITeYeHH, KOTOPhIE MOTYT
nmotrpeboBaTh oTMeHE KOK, mToka moka3aTenu GYHKIIUY ITIeYeHU He HOPMEL;

e yV XKEHIIWH C HACJIeOCTBEHHOM! IIPEeIPaCIIOI0XKEeHHOCTHI0 K aHTHOHEeBPOTHYECKOTO
OTEeKa 9K30T€HHBIe 3CTPOTeHE MOTYT BEI3BATh UJIM YCUIIUBATh CUMIITOMEI
AHTHMOHEBPOTHYECKOT'0 OTEKa.

YacToTa IMarHOCTUPOBAHUS paKa MOJIOYHOU XKeJie3bl HECKOJIBKO IMOBBIILIAETCS CPequ
xkeHUWH, npuHuManIux KOK. [ToCKO/IbKY pak MOJIOYHOU XKeJle3bl Y XKEHIIUH B
Bo3pacTe 10 40 51eT BCTpedaeTCs pedKo, YyBeIudeHue KOJInYecTBa CilydyaeB
OMarHOCTUPOBaAHUSA paKa MOJIOYHOU KeJie3hl Y KEHILWH, IIPUMEHSIOIINX B HaCcTosdIlee
BpeMs unu HemaBHO npuMeHsanu KOK, He3HauuTeIbHOE 10 YPOBHIO OOIIEro prUcKa
pakKa MOJIO4YHOU XKene3bl. B3aumocssa3b ¢ npuMmeHeHneM KOK HeusBecteH. CM. Takxke
pa3nerntsl «IIpoTuBonoKa3anusa» u «OCoOEHHOCTU IPUMEHEHUSI».

B3aumooetlicmasus

[TpopbsIBHBEIE KPOBOTEUYEHUS U/UJIM CHUXKEHHE KOHTPALEITUBHOTO JENCTBUS MOXKET
BO3HUKHYTH BCIIECTBHE B3aUMOOENCTBUS OPYTUX JIEKAPCTBEHHLIX CPEICTB
(MHOYKTOPOB (DePMEHTOB) C OpaIbHLIMU KOHTpanenTuBamu (cM. Pasgen
«B3aumMopericTBUE C IPYTUMU JIEKaPpCTBEHHBIMU CPECTBAMU U OPYTUE BUIBI
B3aUMOIEMCTBUI»).

Coobw,eHue o nodo3pesaembix NOOOUYHBbIX PeaKlUusiX

Coob111eHre 0 To03peBaeMbIX TOOOYHBIX PeaKlUsaX B IIEPUOL ITIOCTMapKETUHT OBOT'O
Hab6IIONeHNsT OYEeHDb BaKHBI. JTO AaeT BO3MOXKHOCTh OCYIIECTBIIAThH KOHTPOJIb 3a
COOTHOIIIEHUEM I10JIh3a/PUCK OJIST TeKapPCTBEHHBIX CPEACTB. MeOuIInHCKUE PaOOTHUKU
OOJIKHBI COOOIIIATh O TMTOJ03PEeBAaEMBIX TOOOYHBIX PEAKIIUSIX.

CpoOK rogHOCTH

3 rona.



YcnoBusi xpaneHusi
XpaHUTh B HEJOCTYITHOM [OJIsI MEeTel MeCcTe IIPU TeMIepaType He Boile 25 ° C.
VYnakoBka

ITo 28 TabneTok B yrmakoBKe (21 TaGmeTKa po30BOro 1BeTta u 7 TabIeToK 6enoro
11BeTa), o 1 6ucTepy B KAPTOHHOM KOPOOKe.

KarTeropusi ornycka

ITo peuenty.

IIpou3Boourenb

JlabopaTtopuoc Jleon ®apma, C.A.

MecTOHax0OXKaOeHHe IIPOMU3BOOHUTEJIA U €ro aapec MeCTa OCylnIieCTBIICHHU A
mesiTeJIbHOCTH

C / JIa Bannuna c / H, [Tonuroust UugycTpuan HaBaTemxkepa, Bunmakumnam6bpe, 24008
Jleon, Ucnanus.

HcTOouHMK HHCTPYKIIHHA

HNHCTPYKIIHS JTeKapCTBEHHOTO CPeNCTBa B3sTa U3 OQUIIHATIbHOTO HCTOYHUKA —
"oCcymapCTBEHHOT0 peecTpa JIeKapPCTBEHHLIX CPEOCTB YKPauHHL.



http://www.drlz.com.ua/

