OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOT O ITPEITAPATA

HuenukiieH, 2 mr + 0,03 mr, TabIeTKH, MOKPHITHIE INICHOYHOW 000I0YKOMA

2. KAUECTBEHHBIN U1 KOJIUMYECTBEHHbBI COCTAB

HCﬁCTBYIOHIHe BCIHICCTBA: JUCHOI'CCT, STUHUIIICTPAAUOIL.

Kaxxnas TabneTka, MOKpHITasl TJIEHOYHOW 00O0NIOYKOHM, comaepkuT 2 mr aueHorecra u 0,03 wmr
ATUHWIACTPAINOIA.

BemiectBa, Haauuue KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O Mpernapara: JaKkTo3a,
COEBBIi JICLIUTHH, HATPH, AeKcTpo3a (cM. pasnen 4.4).

[Tonubli epevyeHb BCIIOMOTaTEIbHBIX BEIIECTB NMPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku, MOKPBIThIE TNIEHOYHOH 000JI0UKOH.

Kpyriibie ABOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOM 000J0uKoil Oenoro mpera. Bun Ha
pazpese: TabneTku 6eI0ro Uil MOYTH OEJIOTOo IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHus1 K NPUMEHEHHUIO

IIpenapat /{uenukieH mokazaH K INPUMEHEHHUIO Y B3pOCIBIX JKEHUIMH B Bo3pacte oT 18 jer u'y
JIEBOUYEK-II0IPOCTKOB I10CJIE€ HACTYIUIEHUS MEHAapXe B KAYECTBE N1EPOPAIbHON KOHTPALEIILIUH.

4.2. Pesxum 103MpOBaHus U CNIOCO0 MPUMEHEHUs

PexxuM 103upoBaHusa

Kanennapnas ymakoBka npenapata JuenukieHn copepxut 21 tabnerky. Crnenyer nmpuHUMaTh MO
OJHOH TabJeTKe B CyTKH B TeueHue 21 qHs, ciemys o HampaBJIeHUIO CTpenku Ha oiuctepe. [locne
OKOHYaHMUS YIMAaKOBKH HEOOXOIMMO cJlienaTh 7-IHEBHBIM MepepbiB. MeEHCTpyalbHOIIOA00HOE
KpPOBOTEUEHHE, KaK MPaBUIJIO, HAUMHACTCA Ha 2-3 JIeHb M0CIIe IprueMa Nociae He TabaeTKH U MOXKET
elle He 3aBepLIMThCA JO0 Hayaja IpHeMa TalleTok u3 ciuenyrouieil ymakoBku. Ilocne
7-AHEBHOTO TepepbiBa HAYMHAIOT TNpPUEM TaOJNETOK U3 CJENYyIOIeH YNaKoBKU, HaXKe eclu
MEHCTPYaIbHOMOA0OHOE KPOBOTEUEHHE €IIE HE MPEKPATHIIOCh. ITO 03HAYAET, YTO HAUWHATH [IPUEM
TabJIETOK U3 HOBOM yNAaKOBKM HEOOXOIUMO B OAMH M TOT K€ JCHb HEJENH, U, YTO Kaxbli MecsI
MEHCTPYaIbHOMOA00HOE KPOBOTEUEHHE OYAET HACTYNATh IPUMEPHO B OJIMH U TOT XK€ ACHb KaXKI0TO
MecsLa.

Oco0ble rpyIIbl MalUEeHTOB

Jluya noowcunozo eéospacma
He nmpumenumo. IIpenapar [luenukiieH He IOKa3aH 0CiIe HACTYIUICHUs] MEHOIIAY3bl.
layuenmvi ¢ neueHO4YHOU HEOOCMAMOYHOCHbIO

[Tpenapart JAMenuKIIeH NPOTUBONIOKA3aH Y KEHIIUH C 3a00JIeBaHUSAMH IEYCHH TSKEJIOW CTEIeHU 10



TeX MOp, MOKa MoKa3zaTesu GyHKINOHAIBHBIX P00 NeueH! He NPUAYT B HOpMY (cM. paszen 4.3.).
Ilayuenmoi ¢ noueuHou HeOOCMAamoyHOCMbIO

[Tpenapar JluenukieH cnenuaibHO HE M3Yy4Yajcs y HAlMEHTOK C HapylleHHeM (DYyHKIUH IOYeK.
NMmeromuecs naHHble HE MPEANIOIAraloT KOPPEKLUUHU J03bl Y TAKUX NALUEHTOK.

€T’
IIpenapat JluenukieH nokasaH TOJIBKO I10CJIE HACTYIUIEHHUsI MEHapXe.

Pexum AO3UPOBaHUA JId JCBOYCK-IIOAPOCTKOB IOCJIC HACTYIIJICHUSA MCHAPXC HC OTIMYACTCA OT
peiKuMa 03UpOBaHuA NJId B3POCIIbIX KCHIIUH.

Cnoco0b nmpuMeHeHus

Tabnerku crieayeT NpUHUMATh BHYTPb B OJIHO M TO K€ BpeMs KaXKIbli JIeHb, 3al1Bas HEOOIbIIUM
KOJIMYECTBOM BOJIBL.

Hauano npuema npenapama /Jueyuxnen

o [lpu omcymcmeuu npuema KaKux-1ubo 2OPMOHANBHBIX KOHMPAUESNIMUBOS8 8 Npeovblovulem
mecaye

IIpuem npenapara /[uenukieH HaunHaeTcs B 1-il J6Hb MEHCTPYaJIBbHOIO 1IMKIIA, TO €CTh B 1-i1 1€Hb
MEHCTPYaJIbHOTO KpoBOTeueHHs. HeoOXoaumo NpHuHATH TalJIeTKy, KOTOpas NpPOMapKHpOBaHA
COOTBETCTBYIOIIUM JHEM HEJeNu. 3aTeM CleqyeT MIPUHUMATh TableTku 1o nopsaaky. [Jomyckaercs
HAa4YMHATh IPUEM IIpernapara Ha 2-5 JA€Hb MEHCTPYaJbHOIO LIMKJIA, HO B 3TOM CIy4yac B TE€YECHHE
nepBbIX 7 JHEH mnpuema TaOIETOK M3 IEPBOM YMAKOBKH PEKOMEHIYETCS JIOTIOJIHUTEIHLHO
UCTOJIb30BaTh OapbepHBIN METOJI KOHTpALICNINH (HalpUMep, IPEe3epBATHB).

o [lpu nepexode ¢ KOMOUHUPOBAHHBLIX KOHMPAUESNMUBHLIX Npendapamos _ (RepopaibHo20
KOMOUHUposanno2o _ koumpayenmusno2o _npenapama  (KOK), cucmemvl  8a2unaivHoOU
mepanesmuyecKou iy naacmulps. MpancoepMaibHo2o)

IIpennodruTenbHO HauUMHATH NPUEM IpenapaTta /[MenukieH Ha ciaeayroluil JeHb M0cie IpueMa
nocjeHel akTUBHOM (coaeprkalield ropMoHbl) TabneTku u3 ynakoBku mpensiayniero KOK, Ho
HU B KOEM Cjy4ae He MO3JHee CIEAYIOIIEro IHs IMociieé 0OOBIYHOrO 7-IHEBHOTO MepephiBa (IJis
IpemnapaToB, coaepxkamux 21 TabneTKy) win rnocie npruema rnocjieJHeil HeaKTUBHOM TaOIeTKu (I1s
IpernaparoB, cojaepkamux 28 Ttabinetok B ymakoBke). [Ipuem mpenapara JlMenukieH ciexyer
HA4YMHATH B ICHb YJAJICHUS CUCTEMBI BATMHAIBHOMN MJIM IUIACTBIPS, HO HE MO3/IHEE JHS, KOTJa JOKHA
OBbITH BBEJICHA HOBAsi CUCTEMA WJIM HAKJICCH HOBBI IIACTHIPb.

e [lpu nepexooe ¢ KOHMPAUENMUBOE, COOEPICAUWUX MOAbKO 2eCMAa2eHbl  («MUHU-NUIUY,
UHBEKUUOHHBLE (DOpMbl, UMIAAHMAN), WU C CUCIEMbL 6HYMPUMAMOYHOU MePanesmuyecKkoll,
8b1Cc6000iCOAIOUCT 2eCMA2eH

[lepeiitn ¢ «MUHM-IMIWY» Ha npernapar /luenukieH MokHO B J000H neHb (6e3 mepepbiBa),
C UMIUTAHTATa WA CHCTEMbl BHYTPUMATOYHON — B JIEHb MX YAAJCHUS, C UHBEKIIMOHHON (POPMBI —
B JICHb, KOT/Ia JIOJDKHA OBITH cHellaHa Cienyromas MHBEKIUs. Bo Bcex 3THX cllyyasix B TEUCHHE
NepBbIX 7 THEH mnpueMa TabJaeToOK HeOOXOIUMO IOMOJHUTEIBHO HCIOJIb30BaTh OapbepHBI METO.
KOHTpAIeNUuy (Hanpumep, Npe3epBaTuB).

o [locne 6160177’1’161 (8 MOM HUCTE CAMONPOU3BOIbHO20) 8 1-M mpumecmpe 6€D€M€HHOCWIM

Hauunate npuem npemnaparta J{MEeIUKICH MOXHO HeMelIeHHO. [Ipu coOumoieHuH 3TOro yciaoBus
JOTIOJTHUTEIBHBIX Mep KOHTPALICNIINK HE TpeOyeTcs.

o [locne DO@O@ (npu_omcymcmeuu zpvdnoeo GCKCZDMJZMGGHM}Z) uau _abopma (86 mom uucie
CaAMONPOU3B0OIbHO20) 80 2-M mMpumecmpe

IIpuem npenapara pekoMeHaAyeTCsl HAUMHATh Ha 21-28 1eHb 1ocie po1oB (IIpU OTCYTCTBUU IPYAHOIO



BCKapMJIMBaHMsI) WiIu abopra Bo 2-M Tpumectpe. Ecinm mpuem mpemapara HayaT MO3THEE,
HE00XO/IMMO HCHOJIb30BATH JOMOIHUTEIBHO OapbepHbI METOJ| KOHTPALENIMKA B TEUCHHE MEPBbIX
7 nuelt mpuema Tabnerok. Ecny momoBOM KOHTAaKT MMeN MECTO JI0 Hayaja Ipuema Iperapara
JluenukieH, He0OX0MMO UCKIIIOUUTh OEpEMEHHOCTb.

Pexomenoayuu npu nponycke npuema mabiemox

Ecnu ono3ganue B mpueme IpemnapaTa COCTaBWIO MeHee 12 4acoB, KOHTpAlLENITMBHAs 3allUTa
He cHukaeTrcs. Hy)kKHO IpUHATH NPOINYIIEHHYIO TaOJETKY KaK MOYKHO CKOpee, CIICAYIONIYIO TabJIeTKy
CIIEyeT MPUHATH B OOBIYHOE BPEMS.

Ecnu ono3nanue B mpueMe TablneTku coctaBuiio foJiee 12 yacoB, KOHTPALICTITUBHAS 3alIUTa MOXKET
ObITh cHIDKEHA. [IpH 3TOM HEOOXOIUMO TOMHUTD:

— IpHeM Ipernaparta HUKOTa He JOJDKEH OBbITh MpepBaH Ooliee ueM Ha 7 JHE;
— 7 nHel HenmpepbIBHOTO MpueMa TallIeToK TpeOyeTcs UIst JOCTHXKEHHS aIeKBaTHOTO M0IaBICHUS
TUIOTaIaMO-TUIIO()U3apHO-TUYHUKOBON CHCTEMBI.

COOTBETCTBEHHO, €CIM OMO3JaHHe B IpueMe TabIeTKH cocTaBuwio Oosiee 12 yacoB (MHTEepBal ¢
MOMEHTa TpHeMa MOoCleqHell TalneTku Ooibine 36 4YacoB), B 3aBHCHUMOCTH OT HEIENH, KOrjaa
mpoIyiieHa TabaeTka, He0OX0AUMO:

o [-aHedens npuema npenapama

Heo06xoauMo NpHHATH MOCTEIHIO MPOMYLICHHYIO Ta0JIETKy KaK MOYHO CKOpee, KakK TOJbKO
JKCHIMHA BCIOMHHUT 00 3TOM (Ja)ke €ClIM 3TO O3HAuYaeT MpHUEM JIByX TaOJETOK OJHOBPEMEHHO).
Crenyrouryto TabneTky He0OXOIUMO MPHUHATH B 00bIYHOE BpeMs. B Tedenue crneayromux 7 aHen
JONIOJTHUTEIBHO JOJDKEH OBITh MCIIOJIb30BaH OaphepHBId METOJ] KOHTpALENUH (Harmpumep,
npe3epBaTuB). Eciu MonoBoi KOHTAKT UMEI MECTO B TEUEHUE HEJIENN Nepe]] POITyCKOM TabIeTKH,
HEOOXO/IMMO YYUTHIBATh BEPOSTHOCTh HACTYIUICHHs OepemMeHHOcTH. Yem Ooibine TabIeTOK
NPOMYIICHO, U 4YeM OJIMKe OHM K IEepepblBy B INpHeMe TabJeTOK, TeM BBINIE BEPOSTHOCTD
OepeMEHHOCTH.

o 2-smnedens npuema npenapama

Heo0OxoauMo TpUHATH MOCIEAHIO MPOIYIICHHYI0 TaONETKy KaK MOXHO CKOpee, KaK TOJIBKO
JKEHIIIMHA BCIIOMHHUT 00 3TOM (Jla)Ke eCciM ATO O3HAa4yaeT MpHUeM ABYX TaOJETOK OJHOBPEMEHHO).
Crnenyromryro TabieTKy He00X0UMO MPUHSTH B OOBIYHOE BPEMSI.

[Tpu ycnoBum coOmoieHs peKuMa pruemMa TabJIeToK B TeueHue 7 JHEH, IPeIIeCTBYOLINX IepBOn
NPOMYLICHHOW TalleTke, HET HEOOXOAMMOCTH B HCIHOJb30BAHUU JIOTIOJIHUTEIBHBIX MEp
KOHTpalenuuu. B mpoTUBHOM ciyyae, a TakxKe MpH MPOIyCKe ABYX U Ooiiee TabsIeTOK, HE0OX0IUMMO
JONIOJTHUTEIBHO HCIOJIb30BaTh OapbepHbIE METOAbl KOHTpAleNuuu (Hampumep, Ipe3epBaTHB)
B TEUCHUE NOCHEAYOIMUX 7 THEM.

o 3-smnedens npuema npenapama

Puck cHMXEeHHMS KOHTPALECNITUBHON HAJEKHOCTH HEU30EKEH MH3-3a NPEACTOSILEro IepepbiBa
B IipueMe TabseToK. B 3ToM ciydyae He00X0AUMO MPUACPKHUBATHCS CICAYIOLIMX aJTOPUTMOB:

— ecllM B Te4YeHue 7 JHEeH, MPeaIIecTBYIOIMX NepBOM MPOMYLIEHHOW TabjeTke, Bce TAaOIETKH
IPUHUMAIUCh TPAaBUIbHO, HET HEOOXOAMMOCTH HCIIOJIb30BaTh JOMOJHHUTEIBHBIC METOJIbI
KoHTpauenuuu. [Ipu npueme npomyueHHbIX TabJIETOK PyKOBOACTBYHTECH IMyHKTaMu | niu 2.

— ecliM B TEYeHHe 7 JHeH, NpeIIeCTBYIOUIMX IEepBOM MPOMYLICHHON TabieTKe, TaOIeTKH
INPUHUMAIIUCh HENPABUIBHO, TO B TEUYEHHUE IMOCIEAYIOMMX 7 JHEH HeoOXOAMMO JIOTOJIHUTEIHHO
UCITOJIb30BaTh OaphEPHBI METOJI KOHTpAIICNILUH (HaIpUMep, PE3EPBATUB) U B 3TOM CIIy4ae CielyeT
PYKOBOJICTBOBATHCS ITYHKTOM | 7151 MpueMa MponyLIeHHBIX Ta0JIETOK.



1. HeoO6XxomuMo MPUHATH HPOMYIICHHYIO TaOJIETKYy KaKk MOXHO CKOpee, KakK TOJBKO >KCHIIUHA
BCIIOMHHT 00 3TOM (JJaKe €CIIM 9TO O3HAYaeT MPHEM JABYX TabJIETOK OJTHOBPEMEHHO). CleqyroNIyto
TabJIETKy MPUHUMAIOT B OOBIYHOE BpeMs, [TOKa HE 3aKOHYATCS TAOJETKH M3 TEKyIIeH YHaKOBKH.
[Tpuem Tab1eTOK U3 CIEAYIONICH YIaKOBKH CIeyeT HAUMHATh cpa3y ke 6e3 OOBIYHOr0 7-IHEBHOTO
nepepbiBa. MeHCTpyalbHOMOA0OHOE KPOBOTEUECHHE MAJIOBEPOSITHO, ITOKA HE 3aKOHYATCS TaOJIETKU
U3 BTOPOIl YNAaKOBKM, HO MOTYT OTMEYAThCS «MaXKyILMe» BBIICICHUS W/WIM «IIPOPHIBHBICH
KPOBOTEUEHHS B THU IIpHUEMa Mpernapara.

2. MOXHO Takke MpepBaTh NpUeM TabJIETOK M3 TEKYyIIeH YNaKOBKHU, CIENIaTh MEepPEephiB Ha 7 WU
MeHee JTHeH (BKIIto4ast IeHb NpOoIycKa TabJIeTKH), TOCiIe Yero HaYMHaTh pUeM TabJIeTOK U3 HOBOU
YIaKOBKH.

Ecnu >keHmMHA NpomycTHJIAa IpHeM TaOleTOK, M 3aTeéM BO BpEMs IepephiBa B IpHEME
MeHCpraJIBHOHO,Z[O6HOC KpPOBOTCYCHHUEC HC HACTYIINJIO, HeO6XOI[I/IMO YAOCTOBCPUTHLCA B OTCYTCTBUHA
OepeMEHHOCTH.

Jonmyckaercss NPUHAMATD He 0os1ee IBYX Ta0/1eTOK B TeYeHHE CYTOK.
Pexomenoayuu npu diceny0ouHo-KumeuHbIX paccmpoucmeax

HpI/I TSAKCIIBbIX KCJIIYJOYHO-KUIIICYHBIX paCCTpOﬁCTBaX BCachbIBaHHE MOXKET OBITh HCIIOJIHBIM,
MMO3TOMY CJICAYCT UCIOJIB30BATh JOIMOJIHUTCIBHBIC MCTOAbI KOHTPALICIIITHUHN.

Ecnmu B Ttewenue 3-4 4 mocie mnpuema TaOJIETKH OTMEYAeTCs pBOTAa WM JAuapes, Cilexyer
OPHEHTUPOBATHCS HA PEKOMEHJAIMU MPH NPOMycKe TabneTku. Eciau jKeHIMHA He XOYeT MEHSATh
CBOIO OOBIYHYIO CXEMY MpHEMa U MEPEHOCUTh HaYall0 MEHCTPYAIbHOIMOAOOHOTO KPOBOTEUEHHS Ha
APYTroii CHb HEeNleNH, JOTIOIHUTEIBHYO TA0IETKY CleyeT NPUHSITh U3 APYrol YIaKOBKU.

OH’ICPOIIKCI Hauauia MeHcmpyanbHonod06H020 Kpoeomederus

Jnist Toro, 4toObl OTCPOUYUTH HAYaJIO MEHCTPYaJbHOMOJO0OHOTO KPOBOTEUEHHs, HEOO0XOIUMO
MIPOJOJDKUTH MpHEM TabJIEeTOK M3 HOBOM YNAKOBKM Ipemnapata JuenukiieH cpasy mocie Toro, Kak
OyAyT NPUHATHI Bce TAOJIETKH U3 MpeIblIyliel ynakoBkH, 0e3 mepepbiBa B npueMe. TabieTku u3
HOBOH yMaKOBKH MOXHO IPUHUMATh TaK JI0JIT0, KaK 3TO HEOOXOAUMO, B TOM YHCJIE A0 TeX IOp, OKa
TaOJETKN B yMaKoBKe He 3akoH4arcs. Ha ¢one mpuema mpemnapara 3 BTOPOH YHaKOBKH MOTYT
OTMEYAThCSl «MAXYIIHUE» KpPOBSHHUCTbIC BBIACICHUS W/WIM «IPOPBIBHBIE» KPOBOTCUCHMUS.
Bo300HOBUTE mpueM mpenapara [{MeHuKIeH U3 CIEAYIOUIed YIaKOBKH CIEAYET MOciie 0ObIYHOTO
7-IHEBHOT'O IIepephIBa.

Hzmenenue ons navana M€HcmpyaﬂbH0n0()06H020 Kpoeomedernus

Jlnist TOro, yToOBI IEPEHECTH IeHb Hayalla MEHCTPYaJIbHOIIO100HOT0 KPOBOTEUEHUS HA APYToi JeHb
HEJIENH, CIIelyeT COKPATUTh (HO HE YAIUHSTD) OJIMKAUIIHiA 7-THEBHBIN IEpephIB B TpUEeMe TabJIETOK
Ha CTOJIBKO JHEH, Ha CKOJIbKO JKEHIIMHA XodeT. Hampumep, eciu UK OOBIYHO HAYMHAETCS B
ISTHUILY, @ B OyIyIIIeM KEHIIMHA X04EeT, YTOObI OH HaYMHAJICS BO BTOPHUK (3 IHSAMH paHee), IpueM
TabJIETOK U3 CJICAYIOUICH YIaKOBKH HYXKHO HaUMHATh Ha 3 JIHA paHblie, yeM o0bidyHO. YeM Kopoue
MHTEPBAJI, TEM BBIILIE BEPOSTHOCTD, YTO MEHCTPYaJIbHONOJOOHOE KPOBOTEUEHHE HE HACTYIIUT, U BO
BpeMs Ipuema TalJIeTOK U3 BTOPOH yIMakoBKU OynyT HAOMIONATHCS «Ma)KyIIHe» BBIICICHUS W/UIN
«TIPOPBIBHBIE» KPOBOTEUEHUSI.

Kax npexpamumu npuem npenapama /[ueyuxien

ITpuem mpenapara [lMeUMKICH MOXHO MpeKpaTHUTh B j00oe Bpems. Eciu OGepeMeHHOCTH
HE IJIAHUPYETCsl, CIeayeT M03a00THThCA O APYTrMX MeTojax KoHTpauenuuu. Ecnu muanupyercs
O0epeMEeHHOCTh, PEKOMEHAYETCS NPEeKpPaTUTh MpHEM Npenapara W IOA0XKIATh E€CTECTBEHHOI'O
MEHCTPYaJIBHOI'O KPOBOTEYECHUS.



4.3. [IpoTuBONOKAa3aHUS

[TpueM KOMOMHAIIMM IUEHOTECT + STUHHIACTPAIUOI MPOTUBOIOKA3aH MPH HATUYUU CIETYIOLINX
3a00JIeBaHUI/COCTOSHUIN UITH (PAKTOPOB pUCKA!

¢ TUHNCPUYYBCTBUTCIBHOCTb K JUCHOICCTY, STUHWIDCTPAAUOIY, apaxXucy, Co¢ WJIHN K JIIO6OMy nu3
BCIIOMOI'aTCJIbHBIX BCHICCTB, NICPCUUCIICHHBIX B pa3Jciic 61,

® BEHO3HBII TpomMO03 mwiu TpoMOoIMOoaus (BTI), B Tom uncie Tpom603 rinybokux Bed (TI'B) u
TpoMOoaMOomus nerounoii aprepuun (TDJIA), B HacTosIee BpeMst WM B aHAMHE3E;

e aprepuanbHbIi Tpom003 miau TpomOosMOonus (ATDI), B TomM umcine WHGAPKT MUOKapAa U
MHCYJIBT; WIH MPOJPOMAIIbHBIE COCTOSHUS (TPAaH3UTOPHAs UIIEMUYECKas aTaka, CTCHOKapIus),
B HACTOsIIIEE BpPEMsI UJIM B aHAMHE3E;

e BBIABJICHHAS HACJIEICTBEHHAs WM MPUOOpPETEHHas IMpenpacoyiokeHHOCTh K BTD umu ATO,
BKJIIOYass PE3UCTEHTHOCTh K AaKTUBUPOBAaHHOMY npoTtenHy C, THUIEProMOLHUCTEHHEMHUIO,
nepurut  antutpomObuna I, gedummr mporemna C, gedunur nporenHa S,
anTudochoIUNUIHbIC aHTUTENA (AHTUTENA K KapIUOJIUIIUHY, BOTYAHOUHBIA aHTUKOATyJISHT);

® HaJWMYME HECKOJIBKUX (aKTOpOB BhICOKOTO pucka BTD mnu ATD (kypeHue B Bo3pacTe crapiie
35 nert; oxupenue ¢ unaexcom maccel Tena [MMT] 30 kr/mM2 u Goinee; moboe omnepaTHBHOE
BMEIIIATEIbCTBO HA HIPKHUX KOHEUYHOCTSIX, B 00J1aCTH Ta3a WIM HEUPOXUPYPTrUUecKas oneparus;
OCJIOKHEHHBIE TOPOKM KIANAHOB ceplua, GUOPHUIALUS Mpencepauil), Wik OJHOrO TaKOro
Cepbe3HOro (hakropa pucka Kax:

— HEKOHTpPOJHpyeMas apTepuaibHas TUIIEPTCH3US,
— caxapHbIi [uader ¢ AMadeTHUeCKOi aHTUOTIaTHEH,
— TsDKENast TUCIUTIOTPOTCHHEMHSL.

e 00BEMHBIC ONIEPATUBHBIC BMEIIATENHCTBA C JIIUTEIHPHON NMMOOMITH3AITNEH;
® MUIPEHB C OYArOBOM HEBPOJOTMUYECKOM CUMIITOMATUKOM B HACTOSALLEE BPEMS WJIM B aHAMHE3E;

® [ICUYCHOYHAs HEJOCTATOYHOCTh, OCTPBbIE HJIM XPOHUYECKHE 3a00JIeBaHUS IEYCHU TSDKEIOH
CTeTeHH (0 HOpMaU3aliK MoKa3aTeae (QyHKIIMOHAIBHBIX IPO0 MEeYeHN);

L] OHYXOJII/I IICYCHU (,Z[06pOKa‘-ICCTB€HHLIe 1501051 3HOKa‘-ICCTBeHHLI€) B HACTOSIIICC BpeMH NnIJin
B aHAMHE3E;

¢ JHUArHoCTUPOBAHHBLIC T'OPMOHO3aBUCUMBIC 3JIOKAYCCTBCHHBLIC HOBOO6p&30BaHI/IH (B TOM YHCJIC
IMOJIOBBIX OpPTraHOB UJIA MOJIOYHOM )KCHCSI:I) HJIU ITOJO3PCHUC HA HUX,

® KPOBOTEUYECHHUE U3 IOJIOBBIX IIyTEH HESICHOU dTUOJIOTUY;
e 0OepeMEeHHOCTh, B TOM YHCIe npeanoiaraemas (cM. paszzuen 4.6.);
® [IepuOJ IPyAHOTO BCKapMIIMBaHUs (CM. pa3zen 4.6.);

® COBMECTHOE  NPUMEHEHHE  C  JIGKAPCTBEHHBIMH  IIperaparami, CoJepKALTUMHU
OMOUTAaCBUP/MIAPUTAIIPEBUP/PUTOHABUD U JacaOyBUp, WM C JIGKAPCTBEHHBIMHU IIperapaTaMu,
COJIepXKAIIUMH  TJIeKarpeBUp/IHOpeHTacBUp WK  codocOyBup/BenaTacBUp/BOKCHUIIAIIPEBUD
(cm. paznen 4.5.).

B ciydae BbISBIEHUS WM Pa3BUTHUS BIIEPBBIE KAKOTO-THOO M3 3TUX 3a00J€BaHUNA/COCTOSIHUN WIIN
¢dakTopoB pucka Ha (oHE NPUMEHEHHS KOMOMHALMK TUEHOTeCT + 3TUHWIICTPAAUOI, IMPHUEM
KOHTpAIICTITUBA CIIEAyeT HEMEICHHO MTPEKPATHUTh.



4.4. OcoOble ykazaHusi H Mepbl IPE0CTOPOKHOCTH NIPH NPUMEHEHUHT

IIpu npuMeHEeHNU IIpenapaTa clIeayeT CO6JHOI[3.TB OCTOPOKHOCTE:

CrnenyeT TIATENIBHO B3BEIIMBATh OTEHIMAIBHBIN PUCK U OKuAaeMyto 1mosb3y npuMmenenns KOK B
KaX/I0M MHIUBUAYaJIbHOM CJydae IMPH HAJUYUU CIEAYIONIMX 3a001€BaHNI/COCTOSAHUI U (aKTOPOB
pucKa:

e (akTopsl puCKa pa3BUTHA TpomOO3a H  TpPOMOOAMOONMIl: KypeHHe; OXKUpPEHHE;
JUCITUIIONPOTEUHEMUS]; KOHTPOJIMpyeMasl apTepraibHasi TUIIEPTeH3HsI; MUTPEHb 0€3 04aroBon
HEBPOJIOTUYECKOI CUMITOMATHUKH; 3a00JI€BaHUs KJIAllaHOB CEP/Illa, BKII0YAs HEOCIOKHEHHbIE
3a00JeBaHMsl KJAMaHOB CepAlla; HACJIEJACTBEHHAs NPEeApacoiokKEeHHOCTh K TpoMOO3y
(TpoM003bI, MHGPAPKT MHOKap/Aa HJIM HapyLIEHHE MO3TOBOTO KpOBOOOpAaIEHHsS B BO3pPAcCTe
meHee 50 neT y Koro-imbo u3 OMmmKalmx poJACTBEHHUKOB);

e pyrue 3a00JeBaHUs, INPH KOTOPBIX MOTYT OTMEYATbCs HAPYLICHUS INepUPEepuIecKOro
KpPOBOOOpAIleHUs:  caxapHblii aualdeT; cHuCTEeMHas KpacHas BOJYaHKA; TE€MOJHUTHUKO-
ypeMuueckuil cunapom; 6one3nb KpoHa u S3BeHHBINH KOJUT; CEPIIOBHIHO-KIETOYHAS aHEMUS;
(1e6UT MOBEPXHOCTHBIX BEH;

® HACJEICTBEHHBIA aHTMOHEBPOTHUYECKUN OTEK;
® TUNEPTPUTIULEPUACMUSL;
e 3a00JieBaHUS MIEYCHH, HE OTHOCSINNECS K IPOTUBOIOKAa3aHUAM (cM. pazaen 4.3.);

e 3a00J€BaHuUs, BIEPBbIC BOSHUKILNE UM YCYT'yOUBIINECS BO BpeMsi OepeMEeHHOCTH WK Ha (oHe
OpEIbIAYIIEro IpueMa IMOJOBBIX TOPMOHOB (HampuMep, >KeATyXa W/HIU 3yJ, CBA3aHHBIEC C
X0JIeCTa30M, 3a00JI€BaHMS JKEITYHOTO Iy3bIPs, OTOCKIEPO3 C YXYALICHHEM CilyXa, noppupus,
recTallMOHHBIN reprec, xopes CuaeHrama);

®  JIMJIECIICUS,
e Jempeccus;
® II0CIEPOJOBOM IIEPUOL.

Ecnu xakue-nmu60 u3 cocTOSIHUM, 3a001€BaHni WK (PaKTOPOB PUCKA, YKa3aHHBIX HIDKE, HIMEIOTCS B
HACTOsIIIee BpEMsl, TO CIIeIyeT TIATEIbHO B3BEIINBAThH MOTEHIIUATBHBINA PUCK U 0XKHJIAEMYIO ITOJIb3Y
IPUMEHEHHU KOMOMHAIIUK JUEHOTeCT + STUHUIACTPAIUO B KaXIOM HHIUBUAYAIBHOM CilIydae U
OOCYIUTh €ro C JKCHIIMHOM JO0 TOro, KaKk OHa peIIuT HayaTh NpHUeM IpenapaTta. B ciydae
YTSKEIICHUs], YCUJICHHUS WM MEPBOT0O MPOSIBICHUS JIIOOOT0 U3 3TUX COCTOSHUM, 3a00JeBaHUN WIIN
(akTOpPOB pUCKA, KEHIIMHA JIOJKHA MPOKOHCYJIBTUPOBATHCS CO CBOUM BpPauoOM, KOTOPBIA MOXET
IPUHATH pElIeHUe 0 HEOOXOIMMOCTH OTMEHBI IIpenapara.

B ciyuae monospenus wiam nonarBepxaeHus Tpom6o3a mpueM KOK HeoO0XoanMo MpeKkpaTHTh.
B cBsI3u ¢ TepaTOreHHOCTBIO AHTHKOATYJSHTHOW Tepanuu (KyMapHHbI) CIEIyeT IEpelTH Ha
MOAXOIAUINM aJbTEPHATUBHBIN METO/ KOHTPALIETILIUH.

Hapynienus kpoBooOpaiieHus

Puck pazsumus BT

[Tpumenenune mroboro KOK ysenmumBaer puck passutus BTD. JlekapcTBeHHBIE Mpenaparsl,
CoJIeprKallie JIEBOHOPreCTpENl, HOPreCTUMAT WIM HOPATHCTEPOH, MMEIOT CaMblii HHU3KUH PHUCK
pasButus BTO. [Ipyrue KOK, Takue xak KOMOMHALUS JUEHOTeCTAa M ATUHWIACTPAAMOIIA, MOTYT
UMETh MOBBINIEHHBIM puck pa3Butus BTO B 1,6 pa3a. Pemenue o nmpuMmeHeHuMu npemnapara,
HE OTHOCSILErocs K IpenaparaM ¢ HaMMEHbIIUM puckoM BTD, 10i1KHO NpUHUMATBCS TOJIBKO 110CIIE
0OCYKJIEHUS C KEHIIMHOM, YTOOBI YOSTUTHCS, UTO OHA MOJTHOCTHIO TOHUMAET CIIEIYIOIIee:

— puck pa3Butusg BTD cBsizan ¢ mpuMeHeHrneM KOMOMHAIIMK AUEHOTECT + ATUHUIIACTPAAHUOIL;



— Kak uMeromuecs y Hee (pakTopbl PUCKa BIMSAIOT Ha 3TOT PUCK;

— puck pas3Butus BTO makcumanen B nepswiii rog npumenHeHuss KOK. CymecTByroT Takxke
yKa3aHUs Ha TO, YTO PUCK MoBblmaetcs, eciu npumeHenne KOK BozoOHoOBisieTcst mocie
nepepbIBa JUIMTEIBHOCTHIO 4 UK 6ojiee Heleb.

[Tpumepno y 2-x sxenmH u3 10 000, ne npunumaronnx KOK u e 6epemennsix, BTD pa3BuBaercs
B T€YEHHUE 01HOTO roja. OHAKO y OTAEIBHOM XKEeHITUHBI pUcK BTD MoKeT ObITh 3HAUNTENLHO BHIIIE
B 3aBHCHMOCTM OT HUMeEIOIIUXcid y Hee (DaKTOpoB puCKa (CM. HIDKE). DNMHISMHOJIOTUYECKHE
uccaeaoBanus cpeau xeHmut, npuaumaromux KOK B Hu3koit go3ze (<50 MK 3TUHUIIICTpaIuoIia),
II0Ka3aJu, 4yTo B Te4eHUue oHoro roga BTO passuBaercs npumepHo y 6-12 u3 10 000 sxeHIIMH.

[To umerommmcs ouenkam, npumepHo y 6 u3 10 000 xenmuH, ucnonas3yomux Huskue 10361 KOK,
coJiepKalire JeBOHOPIrecTpe, B TEeUeHHUE OJTHOTO roja pa3subaetcs BT (cpeansis Touka quamna3ona
cocrasisieT 5-7 Ha 10 000 nanuenTo-yer, ucxos u3 orHocutenbHoro pucka st KOK, conepxaninx
JIEBOHOPTECTpPEN, M0 CPABHEHUIO C OTCYTCTBHEM MPUMEHEHHSI, COCTABISIONMIETO MPUOITM3UTEIHHO

2,3-3,6).

[To umeromumcs onenkam, y 8-11 u3z 10 000 skenmwmn, ucnons3yromux KOK, coxepxariue
JUEHOTeCT M 3TUHUIIACTPAAMOI, B TeUYeHUE OAHOro roja passusaercsi BTO. Ilo manHeIM MmeTa-
aHanu3a, puck BTD y jKeHIIMH, NPUHUMAIOMUX KOMOMHALIMIO JUEHOTeCT + 3TUHHIICTPAAUOI,
HECKOJIBKO BBIILIE [0 CPAaBHEHMIO C keHIMHaMy, npuHumaromuMmu KOK, copepxkamue
JeBOHOprecTpen (oTHoweHue puckos 1,57, puck Bapbupyercs ot 1,07 o 2,30).

Komnyectso BTD 3a rog Hmke oxugaemoro uucia ciydaeB BTD Bo Bpems OepeMeHHOCTH U
B IIOCJIEPOJOBBIN IIEPUO.

BTD mMoxkeT oKa3aThCs JKU3HEYTPOKAIOIIEN MITH IPUBECTH K JIETaIbHOMY Ucxony (B 1-2% ciayyaes).
Yy

Kpaitne penko npu mnpumenennn KOK Bo3HuKaeT TpomM003 Ipyrux KPOBEHOCHBIX COCY[IOB,
Hanpumep, MeYCHOUHBIX, OPbDKEEUHBIX, IOYEYHBIX WIIK COCYIOB CETUATKH IiIa3a.

Daxmopwl pucka pazeumus BTO

VY XKEHIIUH C COYETaHUEM HECKOJBKUX (PAKTOPOB PUCKA MIIM BBICOKOM BBIPA)KEHHOCTBHIO OHOTO U3
HUX CIIEyeT paccMaTpuBaTh BO3MOKHOCTh MX B3aHMMOYCWJICHUS. B MOIOOHBIX Cilydasx CTENEeHb
MIOBBIIIEHUS] PUCKAa TPOMOOOOPa30BaHUS MOXKET OKas3aTbCs Oosiee BBICOKOW, YeM IPH IMPOCTOM
CYMMUPOBaHUU (hakTopoB. B 3TOM ciyvae puemM KOMOWHAIINH
JUEHOTECT + STHHWIACTPAINOI MPOTUBOMOKA3aH (cM. pazaen 4.3). Ecnu cooTHOIIEHHE TI0Tb3a/pUCK
cuntaercs HeOnaronpusaTHeiM, KOK He cienyer Ha3HauaTh.

Puck pa3sutusa BTO nosblaercs:

e 1pu Hanmmuuu oxuperus (MMT 30 kr/m?> u Gojee) — PUCK 3HAYMTEILHO BO3PACTAET C
yBenunuenueM MMT. OcoOeHHO BaKHO YYMUTHIBATh MPU HAJUYUU JIOTOJIHUTEIBHBIX (PAKTOPOB
pHCKa;

® IpU JUIUTENBHOW HMMOOHIM3AIMH, OOUIMPHOM XHPYPTUYECKOM BMEILIATENbCTBE, JHOO0H
omepanuy Ha HIDKHAX KOHEYHOCTSX (BKIIOYas Ta300eJpeHHBbIC CYCTaBbl) WM OOIIMPHOM
TpaBMe. B 3THX ciydasx mpueM KOMOHMHAIMM JWEHOTeCT + STHHMIICTPATUOT HEOOXOIUMO
IIPEKPAaTUTh (B cllydae IUIAHUPYEMOH ollepalMy, N0 KpaiiHed mepe, 3a 4 Helnenu 10 Hee) U
HE BO3OOHOBJIATH IPHEM B TEUEHHE JBYX HEJENIb I0CJIe OKOHYaHWA HMMMOOWIM3ALNY.
Bpemennas ummoOunu3anys (Hanpumep, aBuamnepeieT JIUTeIbHOCThIO 6osee 4 4acoB) MOKET
TaKXe SBIATHCS (QakTopoM pucka pa3Butus BT, ocobeHHO mpu Hanu4uu Apyrux (GpakTopoB
pucka. Cieyer pacCMOTPETh 1EeNeCO00Pa3HOCTh AaHTUTPOMOOTHYECKOM TepaIii, eClu MPUeM
KOMOWHAIMK AUEHOTECT + STUHWIICTPAINOIN He ObLI MPEKPALeH 3apaHee;

® IpU HAJMYUU OTATOLUICHHOTO ceMmeiHoro aHamHe3a BTD (cimysau BTD y Onuskux
POJICTBEHHUKOB WJIM poauTeneil B Bo3pacte menee 50 ner). B ciiyyae HaclieNCTBEHHOW WU
npuoOpeTeHHOW  MpPEeApacHojOKEHHOCTH  JKGHIIMHA  JIOJDKHA ~ OBITh  OCMOTpEHa



COOTBCTCTBYIOIIUM CIICTTUAJIMCTOM IJId pCHICHUA BOIIPOCAa O BOSMOXKXHOCTH ITpUeMa KOM6I/IHaL[I/II/I
JUAEHOTeCT + STUHUIIDCTPAANOII;

® IIpU APYTUX COCTOSHUSX 3/10pOBbs, CBSI3aHHBIX ¢ BTD: 310KkauecTBEHHAs OIyXOJb, CUCTEMHAs
KpacHasi BOJIYaHKA, TE€MOJINTUKO-YPEMHUUYECKHM CHHIPOM, XPOHHMUYECKOE BOCHAIUTEIBHOE
3a0oseBaHue KuileyHuka (6one3nb KpoHa wiim sS3BEHHBIH KOJIUT) U CEpHOBHUIHO-KIETOYHAS
aHeMus;

e ¢ BO3pacTtoM (ocobeHHo crapiie 35 ner).

Bonpoc 0 BO3MOXXHOW poJIM BapUKO3HOTO PACHUIMPEHHS BEH M MOBEPXHOCTHOTO TpoMmbOodiedura
B pa3zButuu BTD ocraercs ClOpHBIM.

Crenyer yyuThIBaTh MOBBIIICHHBIM PUCK Pa3BUTHS TPOMOO3MOOIMHM BO BpeMs OCpEeMEHHOCTH U
B MIOCIIEPOJIOBOM Tieproie (0COOCHHO B T€UEHHUE TIEPBHIX 6 HEJIENb).

Cumnmomul BT

B cnyuyae mosiBieHHs CUMITOMOB HAIlMEHTKE CIIEAYET HEMEIJICHHO OOpaTUThCA 3a MEAULIUHCKON
MIOMOIIBIO ¥ COOOIINTh MEUIIMHCKAM pabOTHHKaM, 4To oHa mpuHumaer KOK.

Cumnromsl TpomOo03a riryookux BeH (TI'B): oqHOCTOpOHHMI OTE€K HMKHEH KOHEYHOCTU HIIU OTEK
B/JIOJIb BEHbl Ha HMW)KHEH KOHEYHOCTH, OOJb WJIM JAUCKOM(OPT B HMKHEH KOHEUHOCTH TOJIBKO B
BEPTUKAJIHHOM MOJIOKEHUU WM MPHU X0AbOE, JIOKAIIbHOE MOBBILIICHUE TEMIIEPATyphbl B TOPaKEHHON
HIDKHEH KOHEYHOCTH, IOKPAaCHEHHE WM W3MEHEHHE OKpPACKHM KOXHBIX ITOKPOBOB HHKHEH
KOHEYHOCTH.

Cumnromsl TpomMO03MO0aMu seroyHoi aprepun (TOJIA) MoryT BkimIouyaTh B ceOsl BHE3AITHBIN
MPUCTYII OJIBIIIKK HEU3BECTHOTO MPOUCXOXKACHUS WM YUalllEeHHOE JIbIXaHHEe; BHE3AITHBIN Kalllesb, B
TOM YHCJIE C KPOBOXAaPKaHUEM; OCTPYIO OOJIb B TPYIHON KIIETKE; OCTPOE MPEAO0OMOPOUHOE COCTOSTHHE
WIA TOJIOBOKPY>KEHHE; Yy4allleHHOE WM HeperyjspHoe cepauneOuenue. Hekotopsle M3 3THX
CHUMIITOMOB (HampuMep, OJbIIIKa, Kallelb) SBISIOTCS Hecnenu(pUYecKUMH U MOTYT OBITh
MCTOJIKOBaHBl HEBEPHO KaK MPHU3HAKU APYTHUX OoJiee YacTO BCTPEUAIOIIUXCS U MEHEe TSDKENbIX
cocTosiHuil/3ab0neBanuil (Hanpumep, MHOEKLINHU IbIXaTeIbHBIX MyTeH).

Jlpyrue npu3HaKy 3aKyIOpKH COCYZ0B MOTYT BKIIIOYATh B ce0s pe3Kyro 060Jib, a TAK)KE OTEYHOCTDb U
HE3HAYUTEJIbHYI0 CUHIOIIHOCTh KOHEUHOCTH.

HpI/I OKKJIIO3UH COCYIOB I'Jla3a CUMIITOMBI MOT'YT BapbHUPOBATHCA OT 0e¢300J1e3HEHHOI0 CHIDKECHUS
OCTPOTHI 3pCHUA OO0 MOTCPU 3PCHUS. B HCKOTOPLBIX CJIy4asax IMOTCpd 3pCHUA IMPOUCXOAUT IOUTHU
MI'HOBCHHO.

Puck pazsumus AT

Pe3ynbTaThl 3MHUAEMHOIOTUYECKUX HCCIEAOBAHUM YKa3bIBAlOT HA HAJIMYUE B3aWMOCBSI3H MEXIY
npuMeHeHrneM KOK 1 NOBBIIIEHHBIM PUCKOM apTepHaIbHON TpoMO0IMO0Iuu (MH(APKT MUOKap/a)
WIA HapylIeHHEeM MO3TOBOr0 KpoBOOOpalleHHs (Hampumep, TPaH3UTOpHAs HIIEMHYECKas aTaka,
MHCYJIBT). ApTepHaIbHbIE TPOMOOIMOOINYECKHUE OCTOKHEHUS MOTYT UMETh JICTAJIbHBIN UCXO/.

Daxmopwl pucka pazeumus AT

V sxennmH, npunumaromux KOK, ¢ HainuneM HuKeyKazaHHBIX (aKTOPOB, YBETHYHMBACTCS PUCK
apTepUaNbHBIX TPOMOOIMOOTUYECKUX OCTIONKHEHUN WM HapyLICHUS MO3TOBOI'O KPOBOOOpPAIICHHUS.
KomOuHanust tueHorect + STHHWIICTPAINOIN IPOTUBOIIOKA3aHa MPU HAJTMYUU CePhe3HOro (akTopa
pHCKa WM MIPU HAJIMYUK HECKOJIBKUX (hakTopoB prcka ATD.

VY XKEHIIUH C COYETaHUEM HECKOJbKUX (PAKTOPOB PUCKA MIIM BHICOKOM BBIPAXKEHHOCTBHIO OJHOTO U3
HUX CIIEyeT paccMaTpuBaTh BO3MOXKHOCTh MX B3aUMOYCHJIEHHsS. B 3ToMm ciydae HeoOXoIumo
yuuTBIBaTh 00U puck. Ecium cooTHomeHue mosib3a/puck siisercs HeOmarompustHeiM, KOK
HE CJIeyeT Ha3HayaTb.



Puck pa3zsurusa ATO nosslaeTcs:
e ¢ BO3pactoM (ocobeHHO crapie 35 yer);

e Yy KypsmuXx (C MOBBILICHHEM BO3pacTa pUCK HapacTaeT, 0COOCHHO Y JKEHILMH cTapiie 35 JieT —
PEKOMEHIYETCSI UCIIOJIB30BATh APYrOi METOJ KOHTPALEIILINH);

® [IpU HAJIMYUU apTEPUATIbHOMN TUIIEPTEH3UH;

e npu Hamumuuu oxupeHus (MUMT 30 kr/mM2 u Oonee) — pUCK 3HAYMUTEIBHO BO3PACTaeT C
yBenuuenueM MMT. OcoOeHHO Ba)KHO YYWTHIBATh MPU HAJUMYUU JIOTOJHUTEIBHBIX (PAKTOPOB
pHcCKa;

® [pU HAIMYUHM OTATOLIEHHOro ceMeiHoro anamHe3a ATO (ciyuau ATD y Onuskux
POJICTBEHHUKOB WJIM poauTeneil B Bo3pacte menee 50 ner). B ciiyyae HaclieNCTBEHHOW WU
npuoOpeTeHHOW  MpPEepaclojOkKEHHOCTH  JKGHIIMHA  JIOJDKHA ~ OBITh  OCMOTpEHa
COOTBETCTBYIOIIUM CHELUATUCTOM JUIS PEIICHUS BOIIPOCa O BO3MOXXHOCTH MPUeMa KOMOMHALIUU
JUEHOTECT + 3TUHUWIACTPAINOIL;

® IpU HAJUYUU MHUTPEHHU (YBEIMYEHHE YACTOThl WJIM MHTCHCHUBHOCTH NPHUCTYIOB MUTPEHU BO
Bpems mnpuema KOK, koTopoe MoXeT OBITh NPEABECTHUKOM HAPYLIEHHUS MO3TOBOTO
KPOBOOOPAIIIEHNUS, MOXKET ObITh MPUYMHOM I HEMEUICHHOW OTMEHBI IipenapaTta);

® [IpU JIPYTHX COCTOSIHHSIX 3JOPOBBS, CBSI3AHHBIX C HEXKEJATEIBHBIMU PEaKIUsSIMU CO CTOPOHBI
cocyloB (caxapHbIii quaber, TUNEProMOIUMCTCHHEMHs, 3a00JeBaHUS KIAMAHOB Cepaua Hu
GbubpuIIALUS IpeICepAuid, TUCTUIONPOTEHHEMUS M CHCTEMHAsi KpacHasi BOJTYAHKA).

Cumnmomur AT

B cnyuae mosiBieHHs CHMIOTOMOB HAIlMEHTKE CIIEAYET HEMEIJICHHO OOpaTUThCA 3a MEAUIUHCKON
MIOMOILBIO ¥ COOOIINTh MEUIIMHCKAM pabOTHHKaM, 4To oHa puHumaer KOK.

K cumnToMaM HHCYJIbTAa OTHOCSITCSI: BHE3alHas Ca0OCTh WM MOTEPsl YyBCTBUTEIBHOCTH JIUIIA,
KOHEYHOCTEH, 0COOCHHO C OJTHON CTOPOHBI TeJIa, BHE3AIHOE HAPYIICHUE TOXOIKHU, TOJIOBOKPYKEHHE,
1oTeps. PAaBHOBECHS MM KOOPAMHAIIMK JBM)KEHUH; CIIyTAHHOCTh CO3HAHUS, MPOOJIEMBI C PEUbl0 U
IIOHMMAHHUEM; BHE3allHas OJHO- WJIN JIBYXCTOPOHHSS IOTEpsl 3pEHUs; BHE3aIlHas, TsKENas WIH
IPOJOIDKUTEIbHAS TOJOBHAs O0yib 06€3 BUAUMON NPUYMHBL, MOTEPs] CO3HAHMA WJIM OOMOPOK ¢
SMUJICITUYECKUM MIPUIIATKOM WK 6€3 Hero.

[Ipexoasmuii XxapakTep CUMITOMOB CBHICTEIBCTBYET O TPAH3UTOPHOU ninemudeckoi arake (THA).

CumnTomMbl HH(GAPKTa MHOKapAa MOIYT BKJIKYATh B cedsi: 00Jb, AUCKOMGOPT, AaBICHHUE,
TSKECTh, YyBCTBO C)KAaTHs WIM PACIMPAHUS B IPYIU WU 3a IPYAUHON, C UppaJualUey B CIIHHY,
YeJOCTh, JICBYIO BEPXHIOI0 KOHEYHOCTb, 00JACTh SMHUracTpHsi; UyBCTBO TSKECTH, PACCTPOUCTBO
MULIEBAPEHUS WU NIPUCTYI YIyIIbs; IOTIIMBOCTh, TOLIHOTA, PBOTA UJIU I'OJIOBOKPYKEHUE; CUIIbHAS
c11ab0CTh, TPEBOTA MIIM OBIIIKA; YUAIIEHHOE WM HEpETYyIIIpHOE cepaLeOueHue.

Onyxonu

B HEKOTOpBIX 3MUIEMHUOJIOTHYECKUX HCCIEIOBAHUAX UMEIOTCS COOOLICHHS O TMOBBIILICHUH PUCKA
pa3BUTHA paka IIeHKkU MaTku npu anuteasHoM npuMmeHeHnn KOK. CoxpaHstorcs npoTHBOpedHs
OTHOCHUTEIJIHO CTETICHU BIJIMSHUS TOJIOBOIO MOBEJCHUS U IPYrUX (PAKTOPOB, TAKUX KaK MH(EKUUs
BHUpyca nanwiioMsl uyenoBeka (BIIY), koTopsle TpynHO MOANAIOTCA KOJIMUYECTBEHHOW OLIEHKE Ha
JTAHHBIN IMATOJIOTMYECKUI TTPOLIECC.

Merta-aHanu3 54 5SNHIEMUOJOTMYECKUX HCCIIEIOBAaHUI IOKa3all, 4YTO MMEETCS HECKOJIbKO
IIOBBIIICHHBIH ~ OTHOCHUTEJIBHBIH  pUCK  pa3BUTHS  paka  MosnouyHou  skene3bl  (PMIK),
JIMAarHOCTUPOBAHHOTO Y *eHIH, npuHumatomux KOK B HacTosimiee Bpems (OTHOCUTEIbHBIN PUCK
1,24). B teuenue 10 ner mocie HpekpalleHus NpUeMa 3TUX MPENaparoB, MOBBIIIEHHBIN PUCK
IIOCTENIEHHO BO3BPAILAETCSI K MCXOJHOMY YPOBHIO PHCKA, XapaKTEpPHOMY I COOTBETCTBYIOIIECH



BO3pacTHOM kaTeropuu. B cBsizu ¢ teM, uro PMIK ormeuaercs penko y xeHumuH 1o 40 jer,
yBesnuueHue uucia auarso3oB PMOK y xenmuH, npuaumatroninx KOK B HacTosiee BpeMs unu
NPUHUMABIINX HEJABHO, SIBISETCS HE3HAYUTEIbHBIM IO OTHOILEHHUIO K OOIIEMYy PUCKY JUISL 3TOTO
3a00J1eBaHMUS.

B penxux ciaywasx na ¢one npumenenus KOK nabmoganoch pa3BuTHE HOOPOKAYECTBEHHBIX, a
B KpaifHe peJIKUX — 3]I0KaUeCTBEHHBIX OITyXO0JIeH IIeUeHH, KOTOPBIE B OT/IEJIbHBIX CIIydasx MPUBOIUIN
K YIPO’KaloIIeMy KM3HH BHYTPUOPIOLUIHOMY KPOBOTEUEHHUIO. B cilyuae mosiBIeHHs] CUIIBHBIX Oosei
B 00JIACTH JKMBOTA, YBEJIMUYEHHs IEYEHW WIM IPU3HAKOB BHYTPHUOPIOIIHOTO KPOBOTEUEHUS Y
xeHuuH, npuMmensonmx KOK, cneayet ydauTbiBaTh BEpOSTHOCTD OIYXOJIH IEYSHHU MTPH IPOBEICHUH
auddepeHInanbHOro TuarHosa.

3710KaueCTBEHHBIE OMYXOJIH MOTYT HpPEICTaBIATh COOOH yrpo3y Aisi KU3HH HIM HPUBECTH K
JIETaJIbHOMY HUCXO.y.

Jlpyrue cocTosiHUSA

e V XEHUIMH C TUNEPTPUINIHLEpUEMUeid (WIM HaJIM4YMEeM 3TOTO COCTOSIHHA B CEMEHHOM
aHaAMHE3€) BO3MOJKHO IOBBIILIEHUE PUCKA pa3BUTUS IaHKpeaTuTa Bo BpeMs npuema KOK.

e HecMmoTpss Ha TO, 4yTO HEOOJIBLIOE MOBBILICHHE APTEPHATIBLHOTIO JAaBJICHUS OBUIO ONHCAHO Yy
MHOrux >xeHuuH, npuHuManomux KOK, kiamHuuYecku 3HauMMble IMOBBIILIEHUS OTMEYAIMCh
penko. Tem He MeHee, eciu Bo BpeMs nnpuema KOK pa3BuBaercs cToMKOe KIMHUYECKU 3HAUUMOE
IOBBILIEHUE APTEPUATIBHOTO JIABIEHUS, CIEAYET OTMEHUTh ATH Mpenaparbl U HayaTh JICUECHUE
aprepuanbHoil runeprensuu. [lpuem mpemnapara MOXXeT OBbITH MPOIOJKEH, €CIU C IMOMOIIbIO
TUIIOTEH3UBHOM TEpANMU JIOCTUTHYTHl HOPMAaJIbHBIE 3HAUYEHUs apTEPUAJIbHOTO JIaBJICHUS.
Opnaxo ecnu npu npumeHeHny KOK >keHIMHAMU ¢ TOBBIILIEHHBIM apTEPUaIbHbIM JaBICHUEM
IIPOBOAMMAsI TMIIOTEH3UBHAsI TEpalMsl HE OKa3bIBA€T aJEKBATHOI'O BO3/ECHCTBUS HA 3HAUYCHHUS
CTaOMJIBHO TOBBIIIEHHOTO AapTEPUANBHOTO JaBJICHUS WIM Ha 3HAYUTEIbHOE IOBBIIICHUE
apTepualbHOTO AaBiieHus, To npuMenenne KOK cinenyer orMeHuUTs.

e C(Crenyromue COCTOSHUS, KaK COOOIIAIOCh, pa3BUBAIOTCS HIIM YXYIIIAIOTCS KaKk BO BpeMs
o6epemenHocty, Tak u npu npueme KOK, Ho ux cBs3b ¢ npuemom KOK He nokazaHna: xenryxa
W/WIN 3yJ, CBSI3aHHBIE C X0JIecTa30M; (JOPMHUPOBAHNE KAMHEH B JKEITYHOM ITy3bIpe; TOPPHUPHS;
CHUCTEMHasl KpacHasi BOJYaHKA; TE€MOJMTUKO-ypeMUYECKUH CcuHApoM; xopes CuueHrama;
reCTAallMOHHBIN Tepriec; MoTepsi cilyxa, CBA3aHHAs C OTOCKIEpo30M. Takke OMUCaHBbI CiIydau
YXyAUICHUS] TeYCHHUS YHIOTEHHOM JIeNPeCcCHH, MUjencuu, 6oae3nn KpoHa u s3BeHHOT0 KOIUTa
Ha (pone nmpumenenust KOK.

o Vv KCHIIIMH C HACJICACTBCHHBIMH (I)OpMaMI/I AHT'MOHCBPOTUYCCKOT'O OTCKA 3K30I'CHHBIC 3CTPOIr'CHBL
MOTYT BbI3bIBATb UJIU YXYAIIATh CUMIITOMBI aHTHOHCBPOTUYCCKOT'O OTCKA.

e Octpple WK XPOHUYECKHE HApYIIEHUs PYHKIUH Te4yeHn MOryT norpedoBars otMeHnsl KOK 1o
TEX MOp, MOKa MMOoKa3aTeNu (PyHKIMOHAIBHBIX P00 NeUeHH He MPUAYT B HOPMY.

e PenuauB XO0JIECTaTUYECKOM JKEITYXHU, PA3BUBILIEHCS BIIEPBbIE BO BpeMs IMPEILICCTBYIOLIEH
OepeMEeHHOCTH MJIH MPEIBIIYIIEro MpreMa IMOJIOBBIX TOPMOHOB, TpeOyeT MpeKpalleHus IpuemMa
KOK.

e Xora KOK Moryr oka3blBaTh BIIMSHHE HAa HHCYJIMHOPE3UCTEHTHOCTh U TOJIEPAHTHOCTH K
IJII0K03€, HEOOXOTUMOCTH B KOPPEKLIMH 1035l THIIOTIMKEMUYECKUX MPENapaToB y MalUEHTOK C
caxapHblM  jauMabeToM, TNpUMEHAmMX  Hu3kogo3upoBanHele  KOK  (<0,05  wmr
STUHWIACTPAANOia), KaK MpPaBUJIO, HE BO3HMKAeT. TeM HE MeHee, KEHIUUHBl C CaXapHbIM
I1a0eToOM JIOJKHBI HAXOJUTHCS O] THIATeIbHBIM HabmoAeHneM Bo Bpems npuema KOK.

L4 I/IHOI‘I[a MOZKCT pa3BUBATLCA XJI0a3Ma, 0COOEHHO Y XCHIIWH C HAJIMYUCM B aHAMHC3C XJI0A3Mbl
6epeMeHHBIX. >K€HH_[I/IHBI CO CKJIOHHOCTBHO K XJIOA3MC BO BpCMs IIpUeMa KOM6I/IHaLII/II/I
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JUEHOTeCT + STUHMIIICTPAIUOI JOJDKHBI M30€rath UIMTENBHOTO MpeObIBaHUS HAa COJHLE U
BO3/ICUCTBUS YIbTPA(PHUOIETOBOTO U3ITyUCHHS.

Ilcuxuueckue paccTpoiicTBa

IlonaBneHHOE HACTPOEHHME M JAENPECCUS — XOPOLIO M3BECTHBIE HEXKEIATEIbHbIE pPEaKIHUU
TOPMOHAJIBHBIX KOHTPALENTUBOB (cM. pasnen 4.8.). Jlernpeccust MOXKeT ObITh Cepbe3HOM MpobieMoin
U SIBISETCS XOpOILIO HU3BECTHBIM (aKTOPOM pHUCKA CYHUIHJIAIBHOTO TIOBEIEHUS M CYHLUAA.
KenmuHam pekoMeHIyeTcs: 0OpaTUThCS K Bpady B Cllyyae U3MEHEHHUS HACTPOCHUS U MOSABICHHSA
JENPECCUBHBIX CUMIITOMOB, B TOM YHCJIE BCKOPE IIOCIIE Hayala JEUYEHUsI.

MeaumHCKHIE OCMOTPEI

[lepen HayanoM UM BO30OOHOBJICHHWEM NMPUMEHEHUS KOMOWMHAIIMK JUEHOTECT + 3TUHUIICTPAAUOI
HEOO0XO/IMMO O3HAKOMHUTHCS C aHAMHE30M >KH3HHU, CEMEHHBIM aHAMHE30M KCHIIMHBI, IPOBECTU
TIIATEIbHOE OOIIEeMEANLIMHCKOE 00CefoBaHe (BKIIOYAsi U3MEPEHUE apTepUaAIbHOTO JIaBIICHUS) C
y4eTOM IPOTUBOIOKA3aHUM M OCOOBIX yKa3aHWi, MCKIIOYHTH OepeMeHHOCTh. BaxHO 0OpaTHTh
BHUMAaHME JKEHIIWHBI Ha MH()OPMAIMIO O BEHO3HOM U apTepHAIbHOM TPOMOO3ax, BKIIOYAs PUCK
o0pa3oBaHusl TPOMOOB, CBS3aHHBIM C MPUMEHEHHEM KOMOMHALMHU AMEHOTECT + 3TUHWIICTPAJAUOI
B cpaBHeHunH ¢ Apyrumu KOK, cumntomer BTD u ATD, BoisiBieHHBIE (haKTOPBI prCcKa 00pa3oBaHus
TpOMOOB M HEOOXOAUMBIE ACHCTBUS B CIy4ae MpearoaaraeMoro TpoMoosa.

HpI/I BO300HOBJIEHNH npucma KOM6I/IHaI_II/II/I OUEHOrecT + OTUHUIIBCTPAANOJI 00BeM JOIIOJTHUTCIBbHBIX
I/ICCJIC,ZLOBaHI/Iﬁ U YaCTOTa KOHTPOJIBHBIX OCMOTPOB OHPCACIANOTCA HMHAWBUAYAJIBHO W JOJIZKHBI
COOTBCTCTBOBATH YCTAHOBJICHHBIM PCKOMCHAAIWAM I10 06CH€IIOB8.HI/IIO.

Heo0xonnmMo uMeTh B BHAY, YTO KOMOMHALMSA JMEHOTeCT + 3THHUJIICTPAANO0] He IPeA0XpPaHsieT
ot BUY-nndexuuu (CIIM/) n apyrux 3ado/ieBaHuii, nepefaluuxcs NoJ0BbIM MyTem!

CHuxerue 3QpPEeKTUBHOCTH

O dexTHBHOCTH KOMOMHAIIMK TUEHOTECT + STUHUIICTPAANOI MOXKET OBITh CHIDKCHA B CIIEIYIOIINX
CIly4asiX: TpHU MPOIYyCKE TaOJETOK, KEeNyIOYHO-KUIICYHBIX PACCTPONCTBAX WM B PE3yJbTaTe
JIEKapCTBEHHOT'O B3aMMOICHCTBUSL.

YacToTa ¥ BEIPAKECHHOCTD MGHCTDV&HLHOHOI{O6HLIX KPOBOTCUYECHHUMN

Ha ¢one npuema KOMOMHALIMU JAUEHOTECT + STUHUIICTPATUOI MOTYT OTMEUAThCsl HEPETYJIISIPHBIC
KPOBOTECUCHHS  («MaXKyLIHe» KPOBSHUCTBIC BBIACICHUS W/WIM  IPOPBIBHBIE» MAaTOYHBIC
KPOBOTEUEHHsI), OCOOCHHO B TEUYEHHE MEPBBIX MeECALEB NpuMeHeHus. [loaTomy oneHka Iro0bIX
HEpETyJSIPHBIX KPOBOTEYCHUH JOJDKHA IIPOBOAMTBCS TOJIBKO IIOCIIE IEpUOAa ajanTaluu,
COCTABJISFOLIETO MPUOIU3UTENBHO 3 IUKJIA.

Ecnu HeperyisipHble KpOBOTEYEHHs IOBTOPSIOTCS WM Pa3BUBAIOTCS IIOCIE IPEIIECTBYIOLIUX
PEeryJsipHbIX LHUKJIOB, CJEIyeT TMPOBECTH TINATENbHOE OOCiIeoBaHUE JUIS HCKIIIOYCHHS
3JI0KaYECTBEHHBIX HOBOOOpa30BaHUN MM OepeMeHHOCTH. [Ipu 3TOM Takke MOXKET MPOBOIAUTHCS
BbICKaOJIMBAHUE MTOJIOCTH MAaTKH.

OTCVTCTBI/IG o4epcaAHOoro MGHCTDV&HBHOHOI{O6HOFO KPOBOTCUYCHU A

Y HEKOTOpBIX JKEHIIMH BO BpeMs IMepepbiBa B IpHEMe TaOleTOK MOXXET HE pPa3BUThCA
MEHCTpYalbHONOA00HOE KpoBOoTeueHue. Ecinu npenapar npuHUMAacs COrjlacHO peKOMEHIALUSAM, TO
MaJIOBEPOSITHO, YTO >KEHIIMHA OepeMeHHa. Tem He MeHee, eCiid JI0 3TOro HpenapaT MpUMEHSUICS
HEPEryJISIpHO WM €CIH OTCYTCTBYIOT MOJPS] JIBa MEHCTPYaJIbHONOMOOHBIX KPOBOTEUEHUS, IPUEM
npernapara He MOXeT OBITh MPOJOIKEH JI0 TeX MOop, MoKa 0epeMEeHHOCTh He OyAeT UCKIIIOYCHA.
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BcrniomorarensHBEIC BEIIECTBA

Jlakmosa

JIaHHBIN JIEKapCTBEHHBIN IpenapaTr He CleAyeT NPUHUMATh MAalMEeHTaM C PEIKO BCTPEUYAOILECHUCs
HACJIEACTBEHHON HENEPEHOCHUMOCTBIO TallaKTO3bl, JIAKTA3HOW HEJOCTATOYHOCTBIO HIIU TIIFOKO30-
raJlakTO3HOM MallbaOCopOLIHEH.

Coesvlii 1eyumun

JlaHHBII JICKAPCTBEHHBIN IPENapar COACPKUT OCTATOYHOE KOIMYECTBO cOeBOro macia. [lanuenram
C QJUIEpPTUeN Ha apaxuc WIN COI0 HE CIEeAyeT IPUMEHATh ITOT JIEKAPCTBEHHBIN IIpenapar.

Hampuu

JlaHHBINA JIeKapCTBEHHBIN mpemnapaTr coaepXuT mMeHee 1 mMmonb (23 mr) Hatpus Ha | TabneTky,
MOKPBITYIO IJICHOYHOM 000JI0UKOH, TO €CTh, IO CYTH, «HE COIEPKUT HATPUSD).

Ilexcmpo3za
JIaHHBIN JIEKapCTBEHHBIN IpenapaTr He CIeAyeT NPUHUMATh MAalUEHTaM C PEIKO BCTPEUYAOILECHUCs

TJIFOK030-TalaKTO3HOM ManmbabcopOmei.

4.5. BzaumogeiictTBue ¢ JPYrHMH JICKADCTBEHHBIMH IIpenapaTaMM W Jpyrue BHABI
B3aMMOJAEHCTBUA

Biausgnue npyrux JISKapCcTBEHHBIX MIPEnapaToB Ha KOM6I/IHaI_[I/IIO JUCHOI'CCTAa U 3TUHMII3CTPAANOJIA

B03MO0XHO B3aUMOJICHCTBUE C JICKAPCTBEHHBIMH CPEACTBAMHE, HHIYIIHUPYIOIIMMHA MUKPOCOMAIbHBIC
(epMEeHTHI TIeYeHH, B PE3yJIbTATe YEr0 MOXKET YBEIUYHMBATHCS KIUPEHC MOJOBBIX TOPMOHOB, YTO
B CBOIO OUY€pe/ib, MOKET IPUBOJUTH K «IIPOPHIBHBIMY» MATOYHBIM KPOBOTECUECHUSM U/UITU CHIKEHUIO
KOHTPAILIETITUBHOTO Y deKTa.

WHayKIus MUKpOCOMAJIBHBIX (PepMEHTOB MEUEHU MOXKET HAOII0AATHCS Y)KE Yepe3 HECKOIBKO AHEH
COBMECTHOTO TpHMEHEHHs. MakcuMaiabHas HHIYKIHS MHUKPOCOMAIbHBIX (PEPMEHTOB IE€YECHU
OOBIYHO HaOJIOJAeTCd B TEUCHHWE HECKOJNBbKHX Hesenb. [locme oTMeHBl mpemapara MHIYKLIUS
MHUKPOCOMAJIbHBIX ()EPMEHTOB IIEUECHH MOKET COXPAHATHCS B T€UCHUE 4 HeJlelb.

Kpamkocpoqﬂoe JleyerHue

KenmuHaMm, KOTOpbIE MONYYarOT JICUCHHWE TAaKUMH MperapaTaMyd B JIOTMOJHEHHE K KOMOWHAIMH
JMEHOTECT + ATUHWIACTPAANOI, PEKOMEHIYeTCsS UCIOIb30BaTh OapbepHbI METO/ KOHTpaUCHIUU
WIA BBIOpaTh MHOM HETOPMOHANIBHBIA METOJl KOHTpAleNnuuu. bapbepHblii MEeTOA KOHTpalenuuu
CIIEZyeT HMCIIOJIb30BaTh B TEUEHHE BCErO MEPHOJa MPHUEMa COIyTCTBYIOIIUX IMPENapaToB, a TAKKe
B TeueHue 28 AHel rnocie ux orTMeHsl. Ecnu npuMeHeHue npenapara — MHAyKTOpa MUKPOCOMaJIbHBIX
(GEepMEeHTOB MPOJOIKACTCA IOCie MpHeMa TMocienHed TableTKu KOMOWHAIMH JUEHOTeCT -+
STUHWIACTPAZNON U3 TEKyIIeH YMAaKOBKH, CIEAyeT HadaThb HpPUEM TaOJETOK M3 HOBOW YNAaKOBKU
6e3 00bIYHOTO 7-THEBHOTO IEPEPHIBA.

ﬂﬂumeﬂbH0€ Jleyernue

KenmuHam, JUIMTENbHO MPUHUMAOLIUM TpenapaTsl — HHIAYKTOPbl MUKPOCOMAIIBHBIX (DepPMEHTOB
[IEYEHU, PEKOMEHIyETCS UCII0JIb30BATh IPYTrOf HAICKHBIN HETOPMOHAIIBHBIN METO KOHTPALICTILIUH.

Bewecmesa, veenuuusarowiue kiupenc KOM6MHCZI4MM ouernocecm + QMUHUJZBCWIDCZ@UOJZ (00]1616]1)”01/141/18
Sde)eKmMGHOCmb nymem UHOVKYUU MUKDOCOMAIbHbIX d)eDMeHmOG neuemi)

@®enuTonH, O6apOUTypaThl, NPUMHUIOH, KapOamaszenuH, pUGAMIUIMH M, BO3MOXKHO, TAaKKe
OKckap0baszenuH, Tomupamar, ¢endamar, rpuzeodyiabBUH, a TaKKe IpenapaTsl, COJAepKallne
3BepoOoii ipoabIpsiBICHHBIN (Hypericum Perforatum).
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Bewecmsa ¢ paznuunvim e1usHuem Ha Kiupenc Komounayuu ouernozecm ~+ amunzacmpaduOﬂ

IIpy COBMECTHOM NpPUMEHEHHH C KOMOMHALUMEH JMEHOrecT + STHHUIICTPATUOI MHOTHE
uHruouropsl nporeas BUY wiun Bupyca renatura C U HEHYKJICO3UJAHbIE MHTHOUTOPHI OOpaTHON
TPAHCKPHUIITa3bl MOTYT KaK YBEJIMYUBATh, TAK M YMEHBIIATh KOHLIEHTPALUIO J3CTPOr€Ha WU
recrareHa B IUIa3M€ KpOBH. B HEKOTOPHIX Cilydasx Takoe BIMSHHE MOXKET ObITh KIMHUYECKU
3HAYHUMO.

Bewecmea, cuuorcarowue knupernc KOK (uneubumopvt Mukpocomanibivix hepmenmos nevenu)

Juenorect siBisiercs cyocrparom uurtoxpoma P450 CYP3A4.

Cunbuble 1 ymepenHbsle nuHruouTopsl CYP3A4, Takue kak a30i1bHbIe aHTUMUKOTUKU (HAmpumep,
UTPAKOHA30J, BOPUKOHA30J1, (IIyKOHA30I1), BEparaMil, MaKpoJIuIsl (HanpuMmep, KIapUTPOMUIIMH,
SPUTPOMHMIIMH), TUITHA3eM U IPeHn(pPyTOBBIA COK MOTYT MOBBIIATH IJIA3MEHHbIE KOHIEHTPALUU
ACTPOreHA WIIM TecTareHa, Wik ux o0oux.

bruto nmokazano, uro 3ropukokcud B go3ax 60 u 120 mr/cytku npu coBmectHoM npueme ¢ KOK,
cogepkamumu 0,035 Mr OSTUHWIACTPAAMOJA, NOBBINIAET KOHLEHTPALMM STUHWIACTPAANOIIA
B 11a3Me kpoBu B 1,4 u 1,6 paza, COOTBETCTBEHHO.

Baugnue koMOMHALHK JUEHOIreCT + 3TUHUIACTPAAMOJ HA IPYTHE JIEKAPCTBEHHbBIEC penaparhbl

KOK MoryT BausTh Ha METa00IM3M JIPYTHUX MPENapaToB, YTO MPUBOAUT K MOBBIIICHUIO (HAIIpUMED,
LUKJIOCTIOPUH) WM CHW)KEHUIO (HAalpuMep, JaMOTPUIKMH) UX KOHIIEHTpAlUHU B IIa3M€ KPOBU U
TKaHsX.

In vitro >TuHWICTpaanon apnserca oopatumbiM uHruouropom CYP2C19, CYP1ALl u CYPIA2,
aTakke HeoOparumeiM uHruouropom CYP3A4/5 CYP2C8 u CYP2J2. B xiaumHMYeCKHX
UCCIIEIOBAaHUAX Ha3HAYE€HHE TOPMOHAJIBHOTO KOHTPALENITHBA, COAEPIKAILEro 3TUHUIICTPAJUOIL,
HE MPUBOJMIO K KAaKOMY-THOO MOBBIIICHUIO WJIM HPUBOAWIO JIMIIb K CIa0OMYy IOBBILICHUIO
koHIeHTpanuii cyocrpatoB CYP3A4 B miasme KpoBH (Hampumep, MHIa30i1aMa), B TO BpeMs Kak
IU1a3MeHHbIe KoHIeHTpauuu cyoctpatoB CYP1A2 moryT Bo3pacTats ci1abo (Hanpumep, TeoQUITUH)
WIM YMEPEHHO (HaIlpUMep, MEJIATOHUH U TU3aHU/IMH).

dapmakoaguHaMUUECKHE B3aUMOJENCTBUSI

B Xxo1e KIMHUYECKUX UCCIIEOBAHUI C yYyacTHEM MAIMEeHTOK, MOJIy4aBIINX JeUeHHE OT HHPEKIHH,
BbI3BaHHbIX BHpycoMm Trenatura C (BI'C), nexkapcTBeHHBIMU IpenapaTraMH, COAEpKalUMU
OMOHTaCBUp/IIAPUTAIIPEBUP/PUTOHABUD U JacaOyBup (C puOaBUPUHOM WM O€3 HEro), MOBBILICHHUE
ypoBHs anannHamMuHOTpaHcdepassl (AJIT), mpeBpimaroniee BEpXHIOIO IPaHUIy HOPMBI OoJiee YeM B
5 pa3, 3HAUMTENBHO 4Yalle HAOMIONANOCh Yy IKCHIIMH, NPUHUMABIIMX KOMOMHHUPOBAaHHBIC
ropmoHanbHble KoHTpauenTussl (KI'K), cogepxarne sTHHUIACTpaguoI.

Kpome Toro, y nanneHToK, Mojiy4aBIIMX [IpenapaThl, COACpIKalINe TIeKanpeBUp/ IMOpEeHTacBUpP WIN
co(hocOyBHp/BeNnaTacBUP/BOKCHIIANIPEBUD, Takke Halmronanocs moBeimeHne ypoHs AJIT y
skeHIMH, npuHuMasux KI'K, coneprkaiiue sTuHMICTpainol.

B cBs3u ¢ atum, nanmentkam, npuHuMatomuM KI'K (Bkimovas qaHHbIi npenapat ¢ coJepKaHueM
stuHWIACTpaguona 0,02 Mr), 1o Hayajla JeUYeHUsl yKa3aHHBIMU POTHUBOBUPYCHBIMU IIpenapaTaMmu
HEOOXOMMO TEpelTH Ha aJIbTEPHATHBHBI METOA KOHTpalenuuu (Hampumep, HPUMEHSThH
IpernapaTsl, COAEpXKall€ TOJIBKO TIeCTareH, WM HCIO0JIb30BaTh HETOPMOHAJIBHBIE METOJBI
KOHTpALEILHUH).

[Tpuem KI'K M0XHO BO30OHOBHUTH 4epe3 2 HENENH IOCHe 3aBEepIICHUs Kypca MPOTUBOBUPYCHOM
tepamnuu (cM. pazaen 4.3).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JAKTALMUSA

KoMOuHanwmst AueHorect + STHHUIICTPAANON IPOTUBOIIOKA3aHa BO BpeMsi 0EpEMEHHOCTH U B TIEPUO]T
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IPYAHOIO BCKAPMIIMBAHMSL.

bepemeHHOCTD

Ecnu GepeMeHHOCTH BBISBIISETCS BO BpeMs IpHeMa Ipenapata, IpueM J0JDKEeH ObITh HeMEJIEHHO
npekpaiieH. OOMUpPHBIE MUIEMHOJIOTHYECKUE HCCIeIOBaHNS HE BBISBHIIN IMOBBIIICHHOTO PUCKA
ne(eKToB pa3BUTUS Yy JAETeH, POXKACHHBIX >KEHIIMHAMM, IOJIYYaBIIUMH IOJIOBBIE TOPMOHBI 10
OepeMEeHHOCTH, WM TEpPaTOreHHOro JAEWCTBHUS, KOIJa IIOJOBbIE TOPMOHBI MPUHUMAIUCH II0
HEOCTOPOXXHOCTH B PAHHUE CPOKHU OEPEMEHHOCTH.

JlakTanmsa

IIpueM mpenapara MOXET YMEHbBIIATh KOJHMYECTBO IPYAHOIO MOJIOKA M U3MEHATh €ro COCTaB,
II03TOMY IIPUMEHEHME IIpernapara MPOTUBOIIOKA3aHO A0 MPEKPALEHUs TPYyAHOrO0 BCKapMJIMBAHMS.
HeGoub1ioe KOIMYeCTBO MOJIOBBIX TOPMOHOB H/MIIM UX META0OJIMTOB MOTYT IPOHUKATH B IPYIHOE
MOJIOKO ¥ OKa3bIBaTh BIIMSHUE Ha 3I0pOBbE peOCHKA.

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padotaTth ¢
MeXaHu3MaMH

KomOuHnamust ntueHorect + 3THHUIACTPAIUOT HE OKa3bIBACT BIMSHHE HA CIIOCOOHOCTH YIPAaBIAThH
TPAHCHOPTHBIMH CPEICTBAMHU U pabOTaTh C MEXaHU3MaMHU.

4.8. HexxennaTeibHbIE peakuuu

TabauyHOE pe3OME HEXKENATEIbHBIX DEAKLIUN

Bo3moxHbIe He)XeJaTelbHbIe peakuuu npu NpUMEHEHUN KOMOWHAINN
JMEHOTeCT + STUHHIACTPAAMOJ, yKa3aHHble B TaOJHMIE HUXKE, PACHpelesieHbl MO CUCTEMHO-
OpraHHbIM KJlaccaM B COOTBETCTBMM ¢ kiaccuukanueit MedDRA u ¢ yka3aHMeM 4acTOThI MX
BO3HUKHOBEHUs: oueHb 4yacto (>1/10), wacrto (>1/100, no <1/10), meuacto (=1/1000, o <1/100);
peaxo (>1/10 000 , vo <1/1 000); ouens peako (<1/10 000) wnu yacToTa HeU3BeCTHA (HA OCHOBAHHUH
MMEIOIINXCS JAHHBIX OLEHUTh HEBO3MOXKHO).

CucremHo- Yacro Heuacro Peaxo Yacrora
OPraHHbIN KJIACC HEU3BECTHA
Wudexun " Barununt/ Canbnuaroodopur
MHBa3UHU (anmexcur)
BYJIbBOBAarUHUT
N Nudexiuu
BarunanbHbli (bexn
MOYEBBIBOISIIIAX
KaHAU/103 W .
nyTei

Apyrue  TpUOKOBBIE
ByJIbBOBaruHayipuele | [uctur

uHp ek
(bexu Mactur

Hepsuuur

I'puOkoBBIE
UHEKIIH

Kanannos

I'epriernueckoe
[IOPAKECHUE
IIOJIOCTH pPTa

['punm

bponxur
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CucremHno- Yacro Heuacro Peaxo Yacrora
OPraHHbIN KJIACC HEU3BECTHA
Cunycur
Nudexumn
BEPXHUX
JbIXaTEIbHBIX
yTen
BupycHas
nHpEKIUs
JloGpokauecTBeH- Muoma MaTku
HEIC, Jlumoma mMoJI0YHOM
3JI0Ka4E€CTBEHHBIE KEIIC3DI
U HEyTOYHEHHbIE
HOBOOOpa3oOBaHUs
(BKJItOYAsl KHCTBI
Y TIOJIMIIBI)
Hapywenus  co AHnemus
CTOPOHBI KPOBH U
TuMQpaTHIecKoi
CUCTEMBI
Hapywenus  co Annepruueckue Yxynmenue
CTOPOHBI peakuuu CUMIITOMOB
MMMYHHOU HACJIEICTBEH-
CUCTEMBI HOT'O W
npuoOpeTeH-
HOT'O
aHTHOHEBPO-
TUYECKOr'0 OTEKA
OHJOKpHUHHBIE Bupunuszm
HapyLICHUs
Hapymienus IToBbIIEHNE AHopekcus
Metabonu3sMa U anmneTuTa
MUTaHUS
IIcuxuyeckue IlogaBnenHoe Henpeccus N3menenue
HapyLICHUs HAcCTpOEHUE IeHxmaecKie HACTPOECHUS
HapyLICHUs CHuxenue
becconnuna a0
Hapymienus cra [ToBbiIEeHUE
V2 (070 (]
Arpeccus
Hapymenuss  co | ['osnoBHas ['osoBOKpyKEHUE Nmemunueckuit
CTOPOHBI HEPBHOMU | 00ITb Murpers HUHCYJIBT
CHCTEMbI LlepeOpoBackymsip-
HBIE PacCTPOMCTBA
Juctonus
Hapywenus  co CyxocThb Henepenocu-
CTOPOHBI OpraHa CIIU3UCTON MOCTb
3peHus 000JI0YKH IJ1a3 KOHTaKTHBIX
JIMH3
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CucremHno- Yacro Heuacro Peaxo Yacrora

OPraHHbIN KJIACC HEU3BECTHA
Pasnpaxkenue (HenpusTHBIE
CIIM3UCTON OLUYILUEHUS IIpU
000JI0YKH TI1a3 WX HOIICHUH)
Ocmwnoncus
Hapywenue 3penus

Hapywenus  co BueszanHas noreps

CTOPOHBI OpraHa ciyxa

ciyxa u

Y [Iym B ymax

nabupuHTa
Bepruro
Hapywenue ciyxa

Hapymenus  co CepneuHo-

CTOPOHBI cepALa COCYIUCTBIE
paccTpoicTBa
Taxukapaus

Hapywenus  co I'uneprensus Benosneie U

CTOPOHBI COCYI0B apTepualibHbIE

P ya I'mnorensus pTep

TpoMOo3IMO0THYe-
CKHE OCJIOKHEHHS ™
TpombGodnedur
Junacronunueckas
TUIEePTEH3US
OpTtocrartuueckas
LUPKYJIATOpHAs
JUCTOHUS
[IpunuBel xapa
Bapuxo3noe
paciupeHe BeH
ITatonorus BeH
Bouib B 0011acTH BeH

Hapywenus  co bponxuanbHas

CTOPOHBI acTMma

bIXaTeIbHOU
['unepBenTHIALNS

CUCTEMBI,

OpraHOB TI'pyIHOU

KIIETKU u

CPEeNOCTEHUS

Hapywmwenus  co bone B xuBote, | ['acTpur

CTOpPOHBI BKIIOUass Oomm B
OHTEpUT

JKEITyJ0YHO- BEPXHUX M HWXKHHX

KUIIIEYHOTO OTIeNaxX KUBOTA Hucnencus

TpakTa

p Huckombopt/

B3/lyTHE
TowmHoTa
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CucremHno- Yacro Heuacro Peaxo Yacrora
OPraHHbIN KJIACC HEU3BECTHA
PBota
Huapes
Hapywenus  co Axne Annepruueckuit Kpanusauna
CTOPOHBI KOXHU U epMaTuT
p Anonenust Aep V3aoBaTasa
MOAKOKHBIX .
> C ATonunueckuit spurema
TKaHei bIIIb, BKJIFOYAst
nepMatut/
MaKyJIE3HYIO ChIIb . MmuorogopmHas
HEUPOJEPMHUT
spuTema
3yn, BKJIIOYasi
.| Ox3eMa
reHepaIn30BaHHbIN
3yl [Icopuas
I'uneprunpos
Xnoazma
Hapymenue
MUTMEHTAuN/
TUIEPIUTMEHTALIHS
Cebopes
IlepxoTb
I'mpcytusm
[Taromorus koxu
Koxuble peakiuun
Lennronut
Cocyauctolie
«3BE30UYKH»
Hapywenus  co bonu B criuHe
CTOpPOHBI
p . Juckombopt B
MBIIIEYHOH,
N 00JaCTH MBI U
KOCTHOM u
. cKeJera
COEIMHUTENIbHOU
TKaHU Muanrus
bonu B
KOHEYHOCTSIX
Hapymenuss  co | bousb B | Usmenenus oObema, | lucruiasust meliku | Beinenenuss wus
CTOpPOHBI MOJIOYHBIX | IPOJIOJKUTEIBHO- MaTKH MOJIOYHBIX
ENpOIyKTUBHOU | JKeIe3ax CTH MW UHTEpBaia Kem
perpoy cres p Kuctel npuaatkon cees
CHUCTEMBI u MEHCTPYaJIbHOIIO-
Ouryiienue MaTKH
MOJIOYHBIX XKelle3 TOOHBIX
JTIUCKOM- . B 6
bopra KpOBOTCUCHHUH, OJIb B  00JaCTH
i BKJIIOYas: OOWIIbHBIC | IPUIATKOB MAaTKH
HarpybaHue
Mojtounprx | MCHCTPYAIBHOLO- Kuctel Mom04HBIX
KOIIC3 IOOHBIC S —
KPOBSIHHCTbIE
BBIJICIICHU/ Dubpo3Ho-
KPOBOTCUYCHHUSI, KHCTO3HAA
CKY/IHBIC WU peikue | MACTONaTH
MEHCTPYaJIbHOIIO-
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CucremHo- Yacro Heuacro Peaxo Yacrora
OPraHHbIN KJIACC HEU3BECTHA
I00HbIE HucnapeyHus
KPOBOTCUCHHSI, Tanaxropes
OTCYTCTBHE
MEHCTPYaJILHOIIO- Hapymenns
TOOHBIX MEHCTPYaJILHOTO
KPOBOTECYECHMU, LUK
AIMKINYECKUe
KPOBSIHUCTBIC
BBIJICIICHM S/
KPOBOTCUECHHS
YBenuuenue
pa3MepoB MOJIOYHBIX
JKeses3
HaGyxanue u
pacnupaHue
MOJIOYHBIX XKelle3
Otek MOJIOYHOM
JKEJe3bl
bosiesHeHHbIE  MEH-
CTpyaJIbHONIOTOOHBIE
KPOBSIHUCTBIC
BBIJICIICHM S/
KPOBOTCUYCHHS
Beinenenus u3
MOJIOBBIX myTei/
BBIJICTICHUS u3
BIIATaJIMINA
Kucte! ssuunnka
boorm B obOmactu
MaJIoro Tasa
OOurme YTomiseMocTb bonu B rpyau 3anepkka
HapyIHIeHIA 1 Acrenust [Tepudepuyeckue KHAKOCTH
peakiuu B MecTe I OTeKH
BBEJICHUSA JIOXOC
CaMOYyBCTBHE I'punmonono6HbIe
SIBIICHUS
Bocnanenue
[ToBplIeHHAs
TeMIeparypa
Pa3apaxuTeibHOCTh
Jlaboparopubie u N3menenue maccel | YBenuyeHue
WHCTPYMEHTAIb- Tena  (yBeNMYEHHE, | KOHIICHTPAINH

HBbIC JaHHBIC

CHIDKEHHE U Kojeba-
HUS MacChl TeJa)

TPUIIIULIEPUIOB B
KpOBHU

I'mnepxonecrepu-
HEMUA
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CucremHo- Yacro Heuacto Peaxo Yacrora
OPraHHbIN KJIACC HEU3BECTHA
Bpoxnennsie, OobnapyxeHue

ceMeHbIe u JIOTIOJIHUTEIIHFHOM

TeHETHYSCKUE MOJIOYHOM JKeJie3bl/

HapyLIECHHUS IMOJIUMACTHS

*PacuerHasg 4JacToTa IIO JaHHBIM 3IMHUACMHOJIIOIMYCCKUX HCCHCHOB&HHﬁ, OXBAaTbIBABIIUX TPYIIITY

KOK.

Onucanue OTACIBHBIX HEXKEIATSIbHBIX PECAKIIMI

Benosnble u aprepuanbHble TPOMOOIMOOIMYECKHE OCIOXKHEHUS OOBEIUHSIOT —CIICAYIOLIHNE
HO30JO0rHM4Yeckhue  (OpMBL:  OKKIIO3Us  nepudepuueckux TayOOKHMX  BeH, TpoM0O3 u
TpOMOOAMOOIHUS/OKKIIIO3UST  JIETOYHBIX COCYAOB, Tpom003, »MOonuss u uHOapKT/HHPAPKT
MHUOKapaa/nepedpaibHblil HHPAPKT U HHCYJIBT, HE KIaCCU(UIIMPOBAHHBIA KaK TeMOppParu4ecKu.

Huxe nepeuncrieHbl HEKEIaTeIbHBIE PEAKIMM C OYEHb HM3KOM 4YacTOTOM BO3HMKHOBEHHS WM
OTCPOUYEHHBIM IIOSIBJIGHUEM CHMIITOMOB, OTMeueHHble B rpymnne npumeHeHus KOK (cm. Taxxke
paznensl 4.3 u 4.4):

Onyxoau

e yxeHuuH, npuMenstonux KOK, oueHb He3HAYUTENBHO MOBBIIICHA YacTOTa BhisiBiIeHUsT PMK.
ITockonpky PMOK penko BcTpedaercs y xeHIIUH Mosioxke 40 JIeT, MOBBILIEHUE YaCTOThI PaKa y
xkeHmuH, npumeHsionmx KOK, He3HaunTenbHO 1O OTHOIIGHWIO K OOIIeMy pHUCKY
Bo3HUKHOBeHus1 PMOK. IIpnunnHO-ciiencrBenHast cBs3b ¢ npuMeHenneM KOK HensBecTHa;

® OIyXOJHU MeYeHH! (0OpPOKaYeCTBEHHBIE U 3JI0KAUECTBEHHBIE).
Lpyaue cocmoanus

® [IOBBIIIEHHBIM pUCK pa3BUTUS naHkpeatura npu npumeHeHun KOK y xeHmumH cC
TUIEPTPUTIULEPUIEMUEH;

¢ [IOBBIICHUC apTCPUAILHOT'O JaBJICHUA,

® HACTYIUICHUE WIN YyXYyALIEHUE COCTOSIHMM, IPU KOTOpPbIX CBsi3b ¢ npuMmeHeHueM KOK
HE SIBJISICTCSI HEOCTIOPUMOM: JKEJITyXa U/WIIHU 3y/1, CBA3aHHBIE C X0JIECTa30M; 00pa30oBaHNEe KaMHEH
B JKEIYHOM Iy3bIpe; MOop(upHs; CUCTEeMHass KpacHas BOJYAHKA; I'€MOJIMTHUKO-YPEMHUYECKUH
cuHApoM; xopest CuaeHrama; reCTallMOHHBINA repriec; oTeps CllyXa, CBSI3aHHOE C OTOCKJIEPO30M;

¢ Yy XKXCHIIUMH C HACJICACTBCHHBIM AHI'MOHCBPOTUYCCKHUM OTCKOM 3K30TCHHBIC 3CTPOICHBI MOTYT
BbI3BATh WJIN YCUJIUTh CUMIITOMBI aHTHOHCBPOTHYCCKOTO OTCKA,

e HapyumeHus QyHKIMH [ICYEHH;

e HapymieHHs  TOJEPaHTHOCTH K  TIIOKO3€ WJIM  BIUSHUE Ha  IepudepudecKkyro
WHCYJIMHOPE3UCTEHTHOCTD;

e Oone3nb KpoHa, s3BEHHBIN KOJIUT;
e Xji0a3Ma.
Bzaumooeticmeue

B3aumopneiicTBust  Apyrux — mpemapatoB  (MHIYKTOPOB — (EpMEHTOB) C  IepOpaIbHBIMU
KOHTpAIIEITUBAMH MOTYT MPHUBOAUTH K «IPOPHIBHBIMY» KPOBOTEUCHUSM W/WIM CHUKCHHUIO
KOHTpanenTuBHoro apdexra (cMm. pazzuen 4.5).

COO6IJ.I€HI/IC 0 TOAO03PEBACMBIX HCKCIATCIBbHBIX PECAKIIUAX

BaxxHo cooOmare O TMOAO3PEBAEMBIX HEKEIATENbHBIX PEAKIMSIX TOCIEe PETUCTPAIH
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JICKapCTBEHHOT'O IIperapara ¢ ILeJbl0 00ecrneueHus] HEMpPEepbIBHOIO MOHHTOPUHIA COOTHOLICHHS
«I0JIb3a — PUCK» JIEKAPCTBEHHOTO Ipemnapata. MeAMUIUHCKUM pPaOOTHUKAM pPEKOMEHyeTCs
coo0mIaTh O JIOOBIX M0103PEBAEMBIX HEXKEIATEIbHBIX PEaKIHUIX JEKapCTBEHHOTO Ipernapara yepes
HanmMOHAJIbHBIC CHUCTCMBbI COOGH.[CHI/ISI O HCXKCJIATCIIbHBIX PCAKOUAX TOCyaapCTB — YJIICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas ®@enepanus

®enepanpHas ciyx0a o Haa30py B cepe 3ApaBOOXpaHEHHS
109012, r. Mocksa, CnaBsinckas miomais, a. 4, ctp. 1

Ten.: +7 800 550 99 03

1. noura: pharm@roszdravnadzor.gov.ru

wiu npr@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMIITOMBI
O cepbe3HbIX CIyyasx MepeI03UPOBKU HE COOOIIATOCH.

CuUMIITOMBI, KOTOpbIE MOTYT OTMEUaTbCs IpPU IEPEIO3UPOBKE: TOIIHOTA, pBOTA U
MEHCTPYaIbHOMOA00HOE KPOBOTEUEHHE.

Jleuenue

CHCL[I/I(bI/I‘ICCKOFO AHTHU0TA HET, CJICAYCT IIPOBOAUTL CUMIITOMATUYCCKOC JICUCHUC.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoanHaMUYecKHe CBOICTBA

dapMakoTepaneBTUYECKass TPyMMa: TIOJOBBIE TOPMOHBI W MOIYJATOPHI TIOJOBOW CHUCTEMBI;
TOPMOHAJIbHBIE KOHTPAIIENITUBEI CUCTEMHOTO JNEHCTBUS; T€CTAr€Hbl H ACTPOTEHbI, (PUKCUPOBAHHBIC
KOMOMHAIUY.

Kon ATX: GO3AALlS6.

MexaHu3M AelCTBUS

[Tpenapar [AueuukieH — HU3KOAO3UPOBAHHBIH MOHO(A3HBIA MEPOPATbHBIM KOMOMHUPOBAHHBIN
(3cTporeH + recrareH) KOHTpalENTUBHBIN IIpenapar.

KontpanentuBHbiii 3¢dekT KOMOMHAIMHM JUEHOTeCT + ATHHHIACTPAAHON OCYIIECTBISICTCS
MOCPEACTBOM B3aUMOJIOMOTHSIONIMX MEXaHU3MOB, K HamOoJiee BaXKHBIM U3 KOTOPBIX OTHOCSTCS
MOJABJICHUE OBYJISILIMM W IOBBIIIEHHE BA3KOCTH CEKpETa LICWKUW MATKHU, B PE3YJbTATE YErOo OHA
CTAHOBUTCS HENPOHULIAEMOM ISl CIIEPMATO30UI0B.

dapmakoamHamudeckue 3P HEKThI

['ectareHHBII KOMIIOHEHT TmpenapaTta JMeIUMKIEeH — JHUEHOrecT — o0JyiafaeT aHTHaHJOPTEeHHOU
AKTUBHOCTBIO, YTO IIOATBEPKIAEHO pe3yIbTaTaMU Psfa KIMHUYECKUX UCCIIEIOBAHUMN.

VY xenmuH, npunumaromux KOK, mukn cranoButcst Gojiee peryisipHbIM, pexe HaOIroaaroTcs
00JIe3HEHHBIE MEHCTPYAIMH, YMEHBIIAIOTCS HHTEHCUBHOCTD M MPOOKUTEIBHOCTh KPOBOTEUCHUS,
B PE3yJIbTATE YETO CHUYKACTCS PUCK KeIe30ePUIUTHON aHEMUH.

Kimanueckas 3dhdhekTUBHOCTE U 0€30I1aCHOCTD

[Ipu npaBUIbHOM IpHUMEHEHHHM mpenapara HHAekc I[lepns (mokasaTenb, OTPAXKAOIIUN YHCIO
oepemenHocredt y 100 >KeHIIMH, MPUHUMAIOIIUX KOHTPAIICTITUB B TEUEHUE T0Jla) COCTABISCT
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menee 1. IIpum mpomycke TabIeTKH WM HENpPaBWIBHOM NpUMEHeHHH uHAekc llepns moxer
BO3pacCTaTh.

5.2. apmakokMHeTHYECKHE CBOIICTBA

JlueHorect
Abcopbyus

[Ipu npueme BHYTpb JIUEHOTECT OBICTPO W IOJHOCTBIO abcopOupyeTcs, ero MaKCHMalbHas
KOHIIGHTpalusi B IUIa3M€ KpOBM, paBHas 51 HI/MJ, JOCTUTaeTcssi NpUMEpHO dyepe3 2,5 u.
buonoctynHocTh coctaBisieT npubau3nTensHo 96 %.

Pacnpeoenenue

JlueHorect CBSI3bIBAE€TCS C aJbOyMHHOM IUIa3Mbl KPOBH M HE CBSI3BIBACTCSA C TJIOOYJIMHOM,
cBs3biBarouM nosoBeie ropmMoHsl (I'CIII) u kopTukocTepoua-cBs3biBatonumM rinodynunom (KCT).
B cBoGogHom Buzae Haxomurcs okono 10 % oOmeld KOHIEHTpauuud B IUIa3Me KPOBH;
okono 90 % — HecnmenudUUECKH CBsS3aHbBI C AIbOYMHUHOM IUIa3Mbl KpoBU. WHAyKuums
stuHWIACTpaaronom cunresza I'CIII He BiusieT Ha CBA3bIBaHHME TMEHOTecTa OeTKaMu I1a3Mbl KPOBH.

Buompancgpopmayus

JlueHorecT MO4YTH MOJIHOCThIO MeTabommsupyercs. KimpeHc w3 1uiasmbl KpOBU TOCTE TpHeMa
OJTHOKPATHOM J103bI COCTABIISIET IPUMEPHO 3,6 J1/4.

Onumunayus

Ilepyon mnonyBBIBEAEHMSI JUEHOrecTa M3 IUIa3Mbl KPOBM coCTaBisieT okojo §8,5-10,8 u.
He3naunTenpHOE€ KOJIMUYECTBO TUEHOTECTa B HEU3MEHEHHOH (opme BBIBOAUTCS Nouykamu. Ero
METa0OIUTHI — TOYKAaMH U Yepe3 KUIIECYHUK B COOTHOIIEHNH 3:1, meproa nonyBbiBeaeHus — 14,4 4.

Pasnosecnas KOHYyeHmpayus

Ha ¢dapmakokunetnky aumeHorecta He BiuseT ypoBenb ['CIII' B mimasme kpoBu. B pesynbrare
€XKEIHEBHOIO IIpUeMa Ipernapara KOHUEHTpalus IUEHOrecTa B IUIa3ME KPOBHU YBEIUYUBACTCSA
IIpUMEpPHO B 1,5 pasza, tocTurasi paBHOBECHOI'O COCTOSIHUS [1OCJIE IPUMEPHO 4-THEBHOT'O MpUEMA.

OTHHWIDCTPAIHOIT

Abcopbyus

[Tocne mpuema BHYTPh STHHMIICTPAIUON OBICTPO M IMOJHOCTBIO abcopOupyeTcs. MakcuManbHas
KOHIIGHTpALUs B IUIa3Me KPOBH, paBHAas MPUMEPHO 67 mr/mi, qocturaercs yepes 1,5-4 4. Bo Bpems
BCACBIBAHUS U «IIEPBOTO IMPOXOXKJIEHHUS» uepe3 MeUeHb STUHHIACTPAIUOI MeTabou3upyeTcs,
B pPe3yJIbTaTe Yero ero OMo0CTYMHOCTb MIPU MIPUEME BHYTPb COCTABIISIET B CpelHEM OKOJIO 44%.

Pacnpeoenenue

OTUHUIACTPATUON MPAKTUYECKH TOJTHOCTHIO (MpUOIM3UTENbHO 98 %), X0Td M Hecneuu(puiecky,
CBSI3BIBACTCS C aJIbOYMHUHOM. DTUHWIACTpaaunon uHayuupyetr cunre3 I'CIIT. Kaxymmiics oobem
pacripesienieHus: 3STHHIIACTPanoia paBeH 2,8-8,6 J/KT.

Buompancgpopmayus

OTUHWIACTPAIMON TOJBEPraeTCs IMPECHCTEMHON KOHBIOTAIMU KaK B CIU3HCTOM TOHKOTO
KHIIIEYHHUKA, TaK U B iedeHu. OCHOBHOU MyTh MeTa00JIM3Ma — apOMATHYECKOE THAPOKCUITHPOBAHHE.
CKopocCTh KITUPEHCca U3 TU1a3Mbl KPOBU COCTABIISIET 2,3-7 MJI/MUH/KT.

Onumunayus

CHmwKeHue KOHLEHTpPAIMM STUHWIACTPaaMoia B IUIa3Me KPOBH HOCHUT JBYX(a3HbIH XapakTep:
nepBas (aza xapakrepusyercs nepuojom mnonysbiBeaeHus (Ti2) okono 1 u, Bropas — 10-20 u.
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B nenzmMennom BUJIC U3 OpraHu3Ma HC BBIBOAUTCH. MeTaboauTsl STUHUWIIBCTpAANOJIa BBIBOAATCA
[IOYKAMHM U Yepe3 KMILEYHUK B COOTHOLIEHUH 4:6 ¢ T1/2 okoio 24 u.

Pasnosecnas KOHYyeHmpayus

PaBHOBecHas KOHLEHTpAIMsl JOCTUTAeTCsl Ha MPOTSHKEHWU BTOPOH IOJIOBHMHBI LMKIA IpHEMa
npernapara.

6. PAPMAIIEBTUYECKHUE CBOHCTBA
6.1. Ilepeyenb BcnoMoOraTe/ibHbIX BellECTB

JIakTO3B1 MOHOTHAPAT
Kpaxman KyKypy3HbIii
IToBunon K30

Tanbk

Marnus creapar

[Tnenovnast 060s109ka Onarioc 2 npo3payHbIii:
Hatpuii kapOOKCUMETHUIIIIEIUTION03a
ManpTonekcTpua

JlexcTpo3a MOHOTUApAT

CoCBBIH JICIUTHH

Hatpust uutpar quruapar

6.2. HecoBMecTHMOCTH

He nmpumenumo.

6.3. Cpok romHocTH (CPOK XpaHeHH )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH
XpaHuTh 1pu Temieparype He Boie 25 °C.

6.5. Xapakrep u cofepkaHue YIAKOBKH

ITo 21 tabneTke, MOKPHITOH MIEHOUHON 000m0uKOi, B Onuctepe u3 [IBX/IIB/IX u anmtomuHueBon
¢omnbru. I1o 1 mnum 3 6muctepa BMECTe ¢ JIMCTKOM-BKJIA/IBIILIEM B KAPTOHHOW HauKe.

He Bce pa3meps! yiakoBOK MOTYT OBITh IOCTYIHBI JUIS PEaTH3aluH.

6.6 OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHJIM3AIUHM MCIOJb30BAHHOTO JIEKAPCTBEHHOIO
npenapara Wi OTX0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHs JEeKAPCTBEHHOro mpemnapara, u
Apyrue MAHUMYJISIUHU € MPenapaTomM

Becp ocraBimiicsi JeKapCTBEHHbIH MpenapaT U OTXOMAbI CIEAYyeT YHUUTOXUTh (YyTUIM3UPOBATh) B
YCTaHOBJICHHOM IIOPSAKE.
7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

bonrapus
CO®PAPMA AO

22



WNnuenckoe mocce 16, Codus 1220, Bonrapus
16 Iliensko Shosse Str., Sofia 1220, Bulgaria
Ten.: +359 2 81 34 200

dakc: +359 2 936 02 86

On. moura: mail@sopharma.bg

7.1. IIpeacraBuTeJIb AepaKaTe/Isi PETrHCTPALMOHHOIO YI0CTOBEpPEeHHUs!

[Iperen3un norpeduTeneil HaPaBIATH 110 ATPECY:

Poccuiickas @enepanus

000 «Codpapma Pyc»

127030, r. Mocksa, BH.Tep.I. M.0. TBepckoi,
yi. HoBocnoGonckas, a. 31, ctp. 4

Ten.: +7 (495) 127 1011

On. moura: info@sopharmagroup.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

JITT-Ne(007641)-(PT-RU)

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBEHHBIH IpenapaTr OTHOCUTCS K KATETOPUH OTITYCKa [0 PELENTY.
OOmrast xapakTepUCTHKa JIEKapCTBEHHOIrO mpemnapaTta [IMenuKiIeH OOCTyNHA B €IMHOM pEecTpe
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro SKOHOMHMYECKOTO COK3a M Ha

ouranbHOM caite YIOJTHOMOYEHHOTO oprana (9KCHepTHOI OpraHH3aLUH)
https://lk.regmed.ru/Registet/EAEU_SmPC
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