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OBLIASI XAPAKTEPHCTUKA JEKAPCTBEHHOI'O IIPEMAPATA

Y Jlannbiii lekapcmeeHnbiii npenapam nooielcum OONOIHUMENbHOMY MOHUMOPUHZY. Imo
nosgonum 6uicmpo 6bi6UMbL HOBYI0 uHGopmayuio no 6esonacnocmu. Mot obpawaemcs K
pabomuukam cucmemvl 30paBoOOXpAHeHusl ¢ Npocbbol coobwams 0 N106bLIX NOO03PeBAeMbiX
Hexcenamenvhblx peakyusx. IIopaook coobuenus o HedxcenamenbHblX peaKyusx npeocmagiieH 6

pasoene 4.8.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

benapa, 2 mr / 0,03 mr, TabneTKH, MOKPHITHIE TNIEHOYHOH 000T09KOM

cCarnAcoBAHO
MWHWUCTEPCTBOM 3PABOOXPAHEHWNA
PECMNYBNWKW BENAPYCb
MNpwnka3 MuHuCTEpPCTBa 3AP3BOOXPAHEHNA

2. KAYECTBEHHBIN ¥ KOJUYECTBEHHBIA COCTAB |~ &% OF 29 -
HeﬁCTBy}OIHHe BEHIECTBA: XJIOPMAaJWHOHA ani€TaT, STHHUIJIICTPATUOI.

Kaxnas Tab1eTka, MOKphITas MIEHOYHON 0GO0NOYKOM, CONEPMUT 2 MI XJIOPMAJMHOHA aleTaTa 1
0,03 Mr 3THHHIIACTpaUOIA.

BCHOMOFaTeJIbHBIe B€IIECTBA, HAJIUYHEC KOTOPBIX HaaI0 quTBIBaTB B COCTaBe JIeKapCTBeHHOI‘O
Tpernapara: J1akTo351 MOHOTHJIpAT.

[TonHeli nepedeHb BCIIOMOTaTENBHBIX BEIIECTB IPHBE/CH B paszene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Tabnerku, MOKPHITHIE MIICHOYHOH 000IOYKOA.
CBeTJ10-po30BBI€, KPYTIIbIE, ABOSKOBBITYKIIbIE TaOIETKH, MTOKPHITHIE INIEHOYHOH 060I04KOH.

S npo 6enoro unM mo4TH GENOro IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxa3aHus K NpUMEHEHHIO

ITepopanbHas KOHTpALETIITHSL.

Ilepen Ha3HaueHueM npenapara benapa cieyeT OleHUTh HATMYHE Y KEHIMHBI HHIUBH/IY ATbHBIX
¢akxTopoB pHcka pazBHTHS TPOMOO30B U TPOMOOIMOOIIHIA, OCOOEHHO BEHO3HOM TPOMOOIMOOIIHH
(BTD), a Taxxke cpaBHuTh puck BTD npu mnpueme mnpemapara Bemapa ¢ apyrumu
KOMOMHHPOBaHHBIMH rOpMOHaTbHBIMU KoHTpanentuBaMu (KI'K) (cMm. paspensi 4.3 u 4.4).

4.2. Pe:xuM 103MPOBAHMA H CII0OCO0 NPUMEHEHHS

PexxuM 1o3upoBaHus

Cnemyer npuHumarth mo | TabneTke €XeIHEBHO, B OJHO H TO XK€ BpeMs (IPEAMOYTHTETHHO
BEUepoM) B TedeHHe 21 HA MOAps, 3aTeM CleayeT caelaTh 7-AHeBHBIH nepepbiB. Yepes 2—4 qus

Hoclie TpHeMa IOC/IeAHeH TabaeTKH DO/DKHO HAYaThCs MEHCTPYaIbHOMOA00HOE KPOBOTEUECHHE.
1
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ITocie oxoHYaHHS 7-IHEBHOTO II€pEphIBA CIIEXYET MPHCTYNHTh K MpHeMy [pernapara H3
CIIEIYIOLIEH YIaKOBKH, HE3aBHCHMO OT TOTO, MPEKPATHIOCh KPOBOTEYEHHUE HITH HET.
Kax cneoyem nauunams npuem npenapama benapa

Eciu  nHuxaxoe 2opmoHaibHOE KOHMPAYEnmugeHoe cpeocmeo He NPUMEHAN0CL 6 MmeYeHue

HOCNIeOHe20 MEHCMPYAIbHO20 YUKILA

[Ipuem mpenapara CilelyeT HAa9YWHATH B [IEPBBIHA JEHb MEHCTPYAIbHOTO LIWKJIA (T.€. B IEPBBIH ICHb
MEHCTPYaJIbHOrO KPOBOTEUYEHHS), COTJIACHO IHIO HEIENIH, YKa3aHHOMY Ha YIaKOBKe Iperaparta.
Jlarnee cnemyeT NpUHAMATH TabIETKH 10 HOPSAKY. JlomyckaeTcst Hadano IprueMa Ipenapara Ha 2—5
JIeHb MEHCTPYaIbHOrO IHKIA, HO B 3TOM Clly4ae B TEYECHHE MEPBBIX 7 JHEH mpHema TabieTok
npemnapara bemapa peKOMEHIyeTcs JOMOJHHTEIBHO HCIOJIb30BaTh OapbepHBIA  METOJI
KOHTpAIIETIUH (HalpuMep, Mpe3epBaTHB).

Ecmu MeHcTpyalpHOE KpOBOTEYEHHE Hayaloch Oosee 5 mHeH Hazad, JXEHIIMHE ClEAyeT
PEKOMEHI0BAaTh [OXKAATHCS Hadyala CJEAyIOUEro MEHCTPYaJbHOTO KpPOBOTEYEHHs, YTOOLI
NPUCTYTIUTH K IPUEMY TIperapaTa.

Ilpu nepexode ¢ Opyux KOMOUHUDOBAHHBIX 20DMOHANLHLIX KOHMPAYENMUBHLIX Npenapamos

(KombuHuposannvlx nepopanvhvix koumpayenmueos (KOK), eazunanbH020 koabya  uiu

MPAHCOePMAIbHO20 NIACMbIDS)

Hauyunath mpueM mpenaparta peKOMEHIyeTCs Ha CIeAYIOIUH JeHb MOocie MpHeMma MOCIeIHen
TaOJIeTKH W3 TIpebIayIneil ymakoBKHM (AJs IpenapaToB, cojaepkammx 21 Tabierky) wid Ha
CIIeyIOIHUN JeHb MOce MpueMa rocieaHeif TablneTku ¢ TOpMOHAMHU W3 MpeAbIyIIed yIaKoBKH
(U mpenaparoB, coAepkamux 28 TabieTok B ynmakoBke). JIONOTHUTENBHBIE KOHTPALEITHBHEIE
Mepsl IIpH 3ToM He Tpebyrorcs. Ilpuem npenapara bemapa cienyer HaYMHaTh B JE€HB yJAJICHHS
BarMHAJIBHOTO KOJIbIA WM IUIACTHIPS, HO HE MO3/IHEE JHS, KOT[a JO/DKHO OBITh BBEIEHO HOBOE
KOJIBLIO MJIM HAKJIEEH HOBBIN ILIACTBIPb.

Ilepex00 om npenapamos, codeprcauux MoibkKo 2ecmazer («(MUHU-NUIUY, UHbEKYUOHHBLE dopme,

UMRIAGHMAm), Ul _C _BHYMPUMAMOYHOU _Mepaneémuyeckou CUcCmembsl ¢ 8b1c600024COeHUEM

2ecmazena
Ilepeiitu ¢ «vmuHH-IM» Ha npenapatr benapa MoxHO B M000# aeHb (0e3 mepepeiBa), C
UMIIJIaHTaTa WA BHYTPUMATOYHOIO KOHTpALENTHBA C IECTareHOM — B JI€Hb €ro yJajeHus, ¢
HUHBEKIIHOHHON (OPMBI — €O JHS, KOI/la JOJDKHA OBITH CeNaHa cleayromas HHseKIus. Bo Bcex
CllydasX — B TEUCHHE MEpBBIX 7 OHEH mpuema Tabnetok mpemapara bemapa HeoOXoAuMO
JONOJTHATEIBHO UCIOIB30BaTh OapbepHBIH METO/] KOHTpALENIIUU (HaIpuMep, IIpe3epBaTuB).

Ilocne camonpouseonbH020 UL MEOUYUHCKO20 abopma 6 NepeoM mpumecmpe bepemenHocmu

Haunnate npuem mnpemapara bemapa MoxHO cpady xe. B 3ToM cioydae NpUMEHEHHS

JAOIIOJTHHUTEIIBHBIX MEP KOHTPACIIIHU HE Tpe6yeTcx.
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Ilocne poooe (npu omcymcmeuu 2PYOH020 ecxapmueanuﬂ) UlU_npepvleaHusl bepemennocmu (6

mom vucie CG.MOYIDOLBGOIIbHOZO) 60 6MOpoOM mpumecmpe

Haumnats mpueM mpemapata pekoMeHmyercs Ha 21-28 neHp mocie pojioB (IPU OTCYTCTBHH
rpyJHOrO0 BCKAPMIIMBAHHMS) WM Cpa3y I[OCIe IIpephIBaHMs OepeMEHHOCTH (B TOM YHCIE
CaMOTPOM3BONBHOT0) BO BTOPOM TpuMecTpe. Ecii mprem npenapara HayaT N03/1Hee, HEOOX0UMO
HCIIONB30BaTh JIOTIOJHUTENBHO GaphepHBI METOJ KOHTPALENIWH B TEYCHHE MNEPBHIX 7 HEH
npuema TabseTok. Ec/u MooBoi KOHTAKT HMEIT MECTO JI0 Havalla IpHeMa fpenapara, Heo0X01umMo
CHayaJla HCKIIFOYHTh OEPEMEHHOCTb.

Iepuoo epyonozo eckapmaueanus (cM. pasaen 4.6)

XeHMHAM, KOPMSIIUM TPYAbIO, HE PEKOMEH/IyeTCs IPUHUMATh npenapat benapa.

Iocne npexpawenus npuema npenapama benrapa TeKymui TUKI MOXKET Y UIMHUTHCS IPUMEPHO HA

OJIHY HEJEIO.
Pexomenoayuu 6 cayuae nponycka npuema npenapama

Ecnu ono3ianue B mpreMe npenapara cocTaBuIo MeHee 12 4acoB, KOHTpaLIEITHBHAS 3alHTa HE
cHHXaeTcs. Hy)XKHO NpHHATH MPONyHIEHHYIO TabJIeTKy KaKk MOXHO CKOpee, cleayromas TadieTka
IPUHUMAETCS B OOBIMHOE BpEMSI.

Ecnu omo3ganue B mpueMe Ipenapara cocTaBHIo 0osee 12 yacoB, KOHTpaUENTUBHAS 3allMTa
MOJXET OBITh CHIDKEHA.

B cnyyae nponycka tabineTku He0OX0AUMO TOMHHUTE:

1. npuem npenapara benapa HUKOrAa He T0JDKEeH OBITH IpepBaH OoJiee YeM Ha 7 JHEH;

2.7 nHe# HenpepBIBHOTO IpUeMa Iperapara TpeOyIoTCs JUIs JOCTHKEHHUS aIeKBaTHOTO [TOIaBJICHHS]
TUIOTAIAMO-THITO()U3apHO-THYHHKOBOMH CHCTEMBI.

CoOOTBETCTBEHHO, €CITH OMO3aHKe B NMpHeMe TabaeToK cocTaBuiIo Oosee 12 4acoB M MHTEpBAl €
MOMEHTa NpHeMma nocienHei Tabnetku Gonbine 36 4YacoB, KEHIIMHE HEOOXOIUMO COOIIOAAThH
CIIEYIOIHE PEKOMEH/IAIIH.

Heo0xoaumMo MpUHATH MOCIEIHIOK MPOMYIIEHHYIO TableTKy He3aMeUTUTEIbHO, JaXe €CIIH 3TO
O3HayaeT MpueM JAByX TabieTok ogHoBpeMeHHO. Crenyromas TabaeTka IpUHAMAETCS 10 0OBIYHOM
cxeme. B Tedenue nocnenyomux 7 qHei HEOOXOAMMO JOMOTHUTEIBHO HCIIOIB30BaTh OAphEepHbIH
METOJI KOHTpaleNuy (Hanpumep, npe3epBatuB). Eciu mooBoi KOHTAKT UMEN MECTO B TEUCHHE
HENENH Mepe/l MPOMyCKOM TaONeTKH, HEOOXOAMMO YYHUTBHIBATh BO3MOXKHOCTh HACTYIUICHHS
OepeMeHHOCTH.

Ecmu B Tekymel ymnakoBke ocTasioch MeHee 7 TableTok, cpa3y e Iociie OKOHYaHHs MpHeMa
TabyeToK mpemnapara benmapa ciemxyer HauMHATH MPUHUMATH TaOIETKU M3 HOBOM YNIAKOBKH — T.€.
06e3 0oOBMMHOrO 7-IHEBHOrO IMepepbiBa. BepodATHO, 0OBIYHOE KPOBOTEYEHHE «OTMEHBI» HE

BO3HHUKHET, IIOKa HE 3aKOHYATCA TaOJETKH U3 BTOpOﬁ YIIAKOBKH. OpmHako, BO Bpe€Ms IIpHEMa
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TabIETOK M3 HOBOM YIIAKOBKM BO3MOXXHO TIOSIBIEHHE «IPOPHIBHOT0» KPOBOTECUYCHMS WITH
«M@XYIIUX» KPOBSAHHMCTBIX BBIICTCHHH M3 Braranuia. Ecid KpOBOTE€YEHHE «OTMEHBD» HE
BO3HHUKHET MOCJIE OKOHYAHHMS IIpreMa TaOJIETOK U3 BTOPOH YIIAaKOBKH, TO CIIEYeT C/eNaTh TECT Ha
OepeMeHHOCTb.

Pexomenoayuu 6 cnyuae sncenyoo4HO-KUUEYHbIX PACCMPOUCME

IIpn THKENbIX JKeTyJT0YHO-KMIIEYHBIX PACCTPOMCTBAX BCACHIBAHHE Iperapara MOXeT ObITh
HETOJIHBIM, TTO3TOMY CJIEAYET HCIONb30BaTh JAOMOJHUTEIbHbIE METOIbI KOHTpalenuuu. Eciu B
TeyeHre 3—4 4acoB Iocie nprueMa TabJaeTKH IPOU30IIIa pBOTA UK ObLIa JUapesi, B 3aBUCHMOCTH
OT HeJeNd MpHeMa Mpernapara ClIeQyeT OPHEHTHPOBATHCS HAa PEKOMEHJAlMH IIPH IPOITyCKe
TabJIETOK, yKa3aHHBIE BHIIIIE.

Kax omcpoyums Havano meHcmpyansHono0obH020 KpO8OmMeYeHUs.

JIns Toro, 4To0BI OTCPOYMTH HAYalO0 MEHCTPYaTbHOMOAOOHOTO KPOBOTEUEHHS, HEOOXOIMMO
MPOIOJDKUTE NaIbHEHIINNA MpUeM TabJeTOK W3 HOBOM YIIakoBKH mperapara 0e3 oObIYHOro 7-
JHEBHOTO IepepbiBa. TableTKH M3 HOBOM YNMAKOBKH MOTYT NMPHHHMAThCS TaK JOJro, Kak 3TO
Heo0X0IMMO, B TOM YHCJIE 0 OKOHYaHUS ynmakoBku. Ha ¢one mpuema mpemapara U3 BTOPOM
YIAKOBKH MOTYT OTMEYaThCs «MaXyIIHe» KPOBSHUCTBIE BbIAETICHHsS W3 BlArajiuina W/uin
«IPOPBIBHBIE» KPOBOTE4YEHHs. BO30OHOBUTH MpUeM mpenapara u3 04epeIHON yIMaKOBKH CIEIyeT
nocie 00BIYHOTO 7-JHEBHOTO MepephIBa.

Kax usmenums 0env Hauana MencmpyanbHON000OH020 KposomeveHus

Jlst Toro, 4ToOBI NEPEHEeCTH JIeHb Hadalla MeHCTPYJIbHOIIOI00HOT0 KPOBOTEYEHHS Ha IPYTOi IEHb
HEJIeNH, JKCHIIUHE CIIeIyeT COKPAaTUTh OMVKaWIIuid 7-IHEBHBIH IepepbiB B pueMe TableToK Ha
CTOJIBKO JHEH, Ha CKOJBbKO OHa Xo4eT. YeM Kopode mepepsiB B MpueMe TabIeTOK, TEM BbILIE
BEPOSATHOCTh, YTO MEHCTPYaJIbHOIOJ00HOE KPOBOTEUCHHE HE HACTYIIMT, H BO BpEeMs IpHeEMa
TabJIeTOK M3 BTOPOM YMAaKOBKH OyIyT HAOMIOIATHCS «MAXKYIIHE)» KPOBSIHUCTBIE BBIICICHUS H/HIH
«IPOPBIBHBIE)» KPOBOTECUCHHUS.

Oco0ple rpynsl ManuesToK

enwunol noscuno2o eozpacma

Ilpenapat benapa He moka3aH 1 IPUMEHEHHUS B IEPHO/] TOCTMEHOIIAY 351

eTH
Ilpenapar benmapa mnpennasHadeH Ui NPUMEHEHHS TOJBKO MOCIE HACTYIUIEHHS MEHApXe.
O dexTuBHOCTL M 6€30MaCHOCTh MPUMEHEHH KOMOMHAIINK XJIOPMAJIMHOH + STHHHIICTPAIHON Y
JI€BOYEK-TIOPOCTKOB B BO3pacTe 10 18 jieT He yCTaHOBIEHA, JAHHBIE OTCYTCTBYIOT.

Crocob nnpuMeHeHus
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IIpenapaT ciexyeT NPUHHAMATh BHYTpb. TalbieTKy, 0003Ha4YCHHYIO COOTBETCTBYIOLIMM IHEM
HeJIeJIH, CIIEAyeT U3BJIE€Yb M3 ONMCTEPHOHN YNAKOBKH M IPOTJIOTHTH LIEIHKOM, HE pa3KeBbIBas U
3anMBasi HeOOJIBIIAM KOJTHYECTBOM BOIBI.
4.3. [IpoTuBONMOKA3aHHUA
[IpuMeHeHHe KOMOWHAIWKM XJIOPMAJMHOH + STHHHJISCTPAIMOJ MPOTHBOIOKA3aHO MPH HATHYHMH
060ro U3 HIKENEPEYMCIICHHBIX 3200 IeBaHU/COCTOSHUH WM (HaKTOPOB PHCKA.
o T'MNEepUYyBCTBUTENBHOCTh K XJIOPMAIMHOHY H/WIM STHHHIACTPagHONy, MM K J0OOMy U3
BCIIOMOT'aTeJIbHBIX BEIIECTB, IEPEYHCIICHHBIX B pazzene 6.1.
* Beno3sueli TpoM603 wim TpoMbosmGomus (BTD), B Tom umcine, TpoM603 rirydokux Ben (TI'B),
TpoMGo3Mbous erounoi aprepun (TDJIA), B HacTosAIEe BpeMs I B aHAMHE3E.
* AprepraibHbI TpoM603 HiH TpoMGoIMOomHs (ATD), B ToM uncne HHGAPKT MHOKAp/a, HHCYIbT
WIHd TPOAPOMAbHBIE COCTOSHHS (B TOM 4YHCIE, TpaH3WTOpHas umemudeckas ataka (THA),
CTEHOKap/I¥sl) B HACTOSINEE BPEMs UM B aHAMHES3E.
* BhussBlieHHAs HaCJIEICTBEHHAs WM IPUOOpeTeHHas mpeapacroioxeHHocTs k BTO wm ATD,
BKJTIOYAs PE3UCTEHTHOCTh K aKTUBHPOBAHHOMY mpoTerHy C, rHIeproMOLHCTEMHEMHIO, AeQUIAT
antutpombuHa III, nedumur nporenna C, nedunur nporeuna S, aHTUGOCHOIUIHMIHBIE AHTHTENA
(aHTHTENA K KapMOIHUIIUHY, BOTYaHOYHBIA aHTUKOATYJISHT).
 Hanuume MHOXECTBEHHBIX (haKTOPOB BBICOKOTO pucka pa3sutus BTD umu ATD (cMm. pasnen 4.4)
WJTH OJTHOTO CEPBE3HOTO (haKTOpa pHCKa, TAKOTO KaK:
- caxapHbIi quabeT ¢ 1nabeTHIeCKOl aHTHOTIATHEH;
- TSDKENas UCTUIIONPOTEHHEMHUS;
- HEKOHTpOJIMpyeMasl apTepuaibHas runeprersus (aprepuanbHoe nasnenue 160/100 MM pr.cT.
U BBIIIIE).
* Murpess ¢ 04aroBoif HEBpPOJOTHYECKOH CHMIITOMATUKOW B aHaMHE3€; BIEpPBbIE MOSBHBIIMECS
IPUCTYTIBI MUTPEHO3HOM OO0JIH HITH MMOSIBIIEHHE HEOOBIYHO CHIIBHOU TOJIOBHOM OOIIH.
* O6mMpHOE ONEpaTHBHOE BMEIIATENBCTBO € JUTUTEILHON MMMOOHITH3aHEH.
[lankpeaTuT B HacToslIee BpeMs WJIM B aHaMHE3€, COIMPOBOXIAIOIIUKMCS BBIPAKEHHON
TUIEPTPUTITULIEPUTCMHUCH.
* HekonTponupyeMsIii caxapHblii 1uadeT.
* Tspkelnple HapyIIEHUS JTUITUIHOTO OOMeHa.
* OcTpble WIM XpOHHYECKHE 3a00JIeBaHHMSA MEYEHH TSDKENON CTemeHH (10 HOpPMAaIU3alHu
nokaszareseii (pyHKIUH eYeHHn ), B T.4. B aHAMHE3e.
* ['eHepanu3oBaHHBI 3y, X0J1€cTa3, 0COOEHHO BO BpeMs IpeIIIECTBYIOMEH OEPEMEHHOCTH WM
IIpHEMa MOJIOBBIX TOPMOHOB B aHAMHE3E.

* Hapymrenue skcKkpeTopHO#t QyHKIMHU IIeYeHH, B TOM Yuciie CHHApoM JlyOuna-/[xoHCOHa, CHHAPOM
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» MeHHHIHOMa B HACTOSIIEE BpEMs HIIM B aHAMHE3E.

* OnyxonH ne4Yerny (100poKaYeCTBEHHBIE U 37T0KAUECTBEHHBIE), B T.4. B aHAMHE3€.

o CwibHast 6ONTb B OIHTacTpUH, YBEJIMYEHHE IICYCHH WM CHMIITOMBI BHYTPHOPIOIIHOTO
KPOBOTEYCHHUSL.

* [OpMOHO3aBHCHMBIE 3JI0KAYECTBEHHBIE HOBOOOPA30BAaHHS MOJIOBBIX OPraHOB WM MOJIOYHOH
XkeJe3sl (B T.4. NOJA03PEHUE HA HUX).

* OCTpble CEHCOPHBIE HapyIIEHUs, HAPUMEp, HapylIEHHs 3pEHHs HITH CITyXa.

* JIBurarenpHbIe HAPYIICHUS (B YaCTHOCTH, Mape3bl).

 Iloppupus, BO3HMKINAS BIEpBbIE WM peuuauBupyromas (Bce 3 (opMbI, OCOOEHHO —
npuoOpeTeHHas ).

* OTOCKIIEPO3, MPOrPECCHPOBABIIMI BO BpeMsI IPEBIIYIIUX O€peMEHHOCTEH.

* Tsoxenas nenpeccust.

* Druniencus (yBeJIHYeHHE YaCTOTHI CYAOPOXKHBIX IIPUCTYIIOB IIPH SITHIICTICHH).

* ['unepruia3ust 3HAOMETPHUSL

* AMeHOpest HesICHO! STHOJIOTHH.

* KpoBoTeueHue U3 MOJNOBBIX ITyTeH HESICHON 3THOJIOTHH.

» bepemeHHOCTH (B T.4. mpeamnoaraemas).

* [lepuoz rpyTHOTO BCKapMIIMBAHHSL.

» Bospact 10 18 ser (B CBS3W C OTCYTCTBHEM [aHHBIX MO 3((EKTHBHOCTH U OE30MacCHOCTH
PUMEHEHUs] KOMOWHAIIUY XJIOPMAJMHOH + STHHUJIICTPAIMOI Y JEBOYEK-IIOJPOCTKOB B BO3pACTE 10
18 ner).

» CoBMECTHOE IPUMEHEHHE C IPOTHBOBHPYCHBIMH IperapaTaMy IpsiMOro JEHCTBUS, COIEPKAIUMHU
OoMOHUTacBHp/IapUTANIPEBUP/PUTOHABHP H Aaca0yBHp, WIM C IpernapaTaMu, COJAEpKalluMHU
TJIeKanpeBup/muOpeHTacBup Wi codpocOyBUp/BeNIIaTacBUp/BOKCHIIANIPEBHP (CM. paszen 4.5).

* HernepeHOCHMOCTB JIAKTO3BI, IeGUIUT JTaKTa3bl, CHHAPOM TIIFOK030-TaIaKTO3HOH MabaOCOpOLHH.
[Ipu BO3HMKHOBEHHH JIFOOOTO M3 JAHHBIX 3a00JI€BaHMIA/COCTOSHUH WM (hakTOpOB pHcKka Ha (oHe
MPHMEHEHHs KOHTPAIENITHBA, TPUEM Tperapara CiIeayeT HEMEIIEHHO TPEKPATHTh.

4.4. Ocobble ykazaHUsl B MepbI IPEIOCTOPOKHOCTH NPH NPHMeHEeHHUH

Kypenue

KypeHue yBenmMuuBaeT pPUCK CEPBE3HBIX CEPAEYHO-COCYIHUCTBIX OCIOXXHEHHUH, CBS3aHHBIX C
npuemom KOK. Puck moBelmaercs ¢ Bo3pacToM, IpU YBEIMYEHUH KOJIMYECTBA BBIKYPHUBAEMBIX
CHrapeT W SBJISETCS BBICOKMM y JKeHIMH crapiue 35 ner. Kypsinue »KeHIIMHBI cTapiie 35 JeT

JOJDKHBI HCITIOJIB30BATh APYTHE METOABI KOHTPAIICIIIIUH.
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IIpumenenne KOK cBs3aHO ¢ MOBBILIEHHBIM PACKOM Pa3BHTHS CEPBE3HBIX OCIIOKHEHHH, TAKHX KaK
uH(APKT MHOKap/a, TPOMO03MGOIHS, HHCYJIBT I HOBOOOpa3oBaHus neueHH. JIpyrue (bakTopsl
pHCKa, TAKHE KAK apTepHaTbHas THIIEPTEeH3 s, THIEPIMIHIEMHs, OKUPEHHE U CaXapHbIi 1naber,
CYIIECTBEHHO YBEIUUMBAIOT PUCK PA3BHTHS OCIOXHEHMA U CMEPTHOCTH.

[Ipy HaTMYMM OJHOTO W3 CIEAYIOMKMX 3a00NeBaHMH/COCTOSHME MM (AKTOPOB pHCKa CleayeT
B3BECHTh IIOTEHIHMANBHBI PHCK H OXHIAEMYIO [OJB3y OT MPUMEHEHHS KOMOMHAIUH
XJIOPMAIMHOH + 3THHUJICTPAIHUOI, a TAKXKe 00CYTUTh 3TO € XKEHIIUHOU 0 TOTO, KaK OHA Ha4YHET
IpUEM JAaHHOTO Iperapara.

B ciayuae ob6ocTpeHus 3a001€BaHUM, YXYIIEHUS COCTOSIHUS HJIH MOSBJICHHS IIEPBBIX CHMIITOMOB
COCTOsIHUI/3a00/1eBaHuil WK (HAaKTOPOB pPHCKa JKCHIIUHE CIETyeT HEMEUIEHHO OOpaTHThC K
Bpady Ul pelleHHs BOIIpOca O MPeKpaleHUuH MTpueMa Ipernapara.

Tpomboambonus unu opyaue cocyoucmeie 3a601€6aHUA

Pe3ynbTaThl 3MUAEMHOIOTHYECKHX HCCIEIOBaHHH MMOKA3bIBAIOT, YTO CYIIECTBYET B3aMMOCBSI3b
mexay npueMoM KOK u yBenndyeHHEM pUCKa BEHO3HBIX M apTEPUATBHBIX TPOMOOIMOOIHUYECKHX
3a0b0NeBaHmil, HaMpUMep, HH(papKTa MHOKap/a, KPOBOM3THAHHUS B ronoBHO# Mosr, TI'B u TOJIA.
Otu 3aboneBaHus pa3BuBaroTCs penko. KpaiiHe penko y mamueHTok, npuHuMmaomux KOK,
co00IIaIOCh O pa3BUTHH TPOMOO30B APYIHX KPOBEHOCHBIX COCY/IOB, HallpUMeEp, NEYEHOYHBIX,
OpBDKEEUHBIX, TOYESUHBIX HJIH BEH U apTepUil CeTYaTKH Iiiasa.

Puck paszeumus BT u AT

Pe3ynpTaThl 3MUAEMHUOIOTHYECKUX HCCIIEIOBAaHUH YKa3bIBAIOT HAa HAJMYME B3aUMOCBS3H MEXIY
npumeHeHreM KOK u moBeIeHHEM 9acTOTHI Pa3BUTHS BEHO3HBIX U apTEPUAIbHBIX TPOMOO30B U
TpoMOosMbonmit (Takux kak TI'B u TDJIA, wHbapkr MuoKapaa, lepeOpOBacKyJIsipHbIE
HapymeHus). Jlanuele 3a0oseBaHus oTMedaroTcs peako. Puck passutus BTD makcumanen B
NEepBBI ToJ MpueMa TakuxX mpenaparoB. [lOBBIIIEHHBIH pPUCK MPUCYTCTBYET IOCIIE
nepBoHayansHOro npuMeHeHuss KOK unn B0300HOBNIEHHS IPUMEHEHHS TIOCIIE MEPEePhIBa MEXIY
IpHeMaMH Ipenapara B 4 Hefenu U Oosee. J[aHHBIE KPYIHOTO MPOCHEKTUBHOTO UCCIIEOBAHHUS C
ydacTHEM 3 TIpyNI MAalUeHTOK ITOKAa3bIBAlOT, YTO O3TOT IOBBINEHHBIA PHCK MPUCYTCTBYET
NPEUMYIIECTBEHHO B TE€YEHHE MEPBBIX 3 MecsleB. JIekapcTBEHHBIE MpenaparThl, COAepXkallue B
Ka4yeCcTBE IIPOTeCTareHHOro KOMIIOHEHTA JIEBOHOPTECTPEN, HOPreCTHMAaT HJIM HOPITHCTEPOH,
UMEIOT caMbli HM3KUH puck pasButusi BTD. HewsBectHo, Hackonpko puck pa3sutus BTD npu
npueMe KOMOMHAIUK XJIOPMAIUHOH + 3THHHJIACTPAIHOI MPEBBIAET PUCK JAHHOTO OCIIOKHEHHUS
IpH [IPUEME IpenapaToB JEBOHOPrecTpeia, HOPreCTHMaTa MIId HOPITUCTEPOHA.

BTD MoXeT OKa3aThCs JKH3HEYTPOXKAIOIIEH WM MPHBECTH K JeTalbHOMYy Hcxoxy (B 1-2%
CIIy4aeB).

BTD, nposiisitommasicst 8 Buae TI'B wu TDJIA, MoxeT npou3zoiiti npu npuMenern# moosx KOK.
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JTUCKOM(OPT TOJBKO B BEPTHKAIHHOM IOJOXKECHHH WIIM IIPH XOAb0OE, JIOKAJIbHOE IOBBHIIICHHE
TeMIIepaTyphl, TOKPACHEHHE MM H3MEHEHHe OKPACKH KOXXHBIX TOKPOBOB MOPAKEHHOH HIKHEH
KOHEYHOCTH.

Cumnromsl TDJIA: 3aTpyIHEHHOE HJIH y4YalleHHOE JbIXaHUE; BHE3AIHBIA Kallleib, B TOM YHCIIE C
KpPOBOXapKaHHeM; 0CTpasi GOJIb B TPYIHON KIETKe, KOTOpas MOJKET yCHIIMBAThCs MPU [IIyOOKOM
BIOXE; YYBCTBO TPEBOTH; CHIBHOE TOJOBOKPYKEHME, YYAlIEHHOE WM HEPEryJsipHOe
cepauebuenne. HekoTopble W3 3THX CHMITOMOB (HampuMep, OJbIIIKAa M Kallelb) SBJISIOTCS
Hecnenu(pUIECKMMA ¥ MOTYT OBITh MCTOJIKOBaHBI HEBEPHO KaK MPU3HAKU ApPYrHX Oojiee 4acTo
BCTPEYAIOIIMXCS M MEHEe TSDKEIbIX 3a00s1eBaHuit (Hanpumep, HHPEKIUs AbIXaTeIbHbIX Iy TeH).
ATD MOXeT PUBECTH K UHCYJIBTY, OKKJTIO3UH COCYAI0B WK HH(PAPKTY MHOKAp/A.

CHMOTOMBI MHCYJIBTA: BHE3amHas cIabOCTh WJIM MOTeps YyBCTBHTENBLHOCTH B OOJIACTH JIMIIA,
KOHEYHOCTEH, OCOOEHHO C OJJHOM CTOpPOHBI Tella, BHE3alHasl CIyTAHHOCTb CO3HAHHS, OJHO- HIIH
JIBYXCTOPOHHSISI TOTEPsl 3pEHUs, HapyIlIeHHe TIOXOKH, FOJIOBOKPYKEHHUE, IOTEPS. PABHOBECUS HIIH
KOOPIMHAIIMH JBIKSHUMN, CUIIbHAS HJTH IPOJOJDKHTEIbHAS OJIOBHAS 601k 0€3 BUIMMON IPUYHHEI;
MpoOJIeMBI C PeYbl0 U MIOHUMAHHUEM, TIOTEPS CO3HAHHS MM 0OMOPOK C CyJOPOXKHBIM IPHCTYIIOM
wi 6e3 Hero.

Jlpyrue mpuU3HAKd OKKIIFO3UM COCYZOB: BHe3amHas Oollb, OTEYHOCTh W HE3HAYUTEJIbHAs
CHHIOITHOCTh KOHEYHOCTEMH, «OCTPBIi» KHUBOT.

CumntoMsl uHpapKTa MHOKapaa: 0076, quCKoM(OpT, JaBleHUE, TSKECTh, TyBCTBO CXKATHS HIIH
pacnupaHus B Ipy/Id WK 3a IPyIUHOM, C Hppaliallueil B CIIUHY, YENIFOCTh, BEPXHIOK KOHEYHOCTD,
00nacTh AMUracTpusi; XOJOMHBIN MOT, TOIIHOTA, PBOTA HJIH TOJOBOKPY)XKEHHE, CUIIbHAS C1aboCTh,
TPEBOTa WJIM OIBIIIKA; YYaIIeHHOE WM HeperyJsipHOe cepuedueHue.

ATD moxeT oka3zaTbCs )KU3HEYTPOKAIOIIEH HITH MIPUBECTH K JIETATHBHOMY HCXOY.

V XEHIIMH ¢ COYETAaHHEM HECKOIBKHX (PaKTOPOB pUCKa WM BBICOKOH BBHIPAKEHHOCTBIO OTHOTO U3
HHX CJIEeIyeT pacCMaTpUBaTh BO3MOXHOCTh MX B3aMMOYCHJCHHS. B MoJOOHBIX Coydasx CTENEeHb
MIOBBILICHHUS PUCKA MOXKET 0Ka3aThCs 00Jiee BHICOKOM, YeM MTPH MTPOCTOM CYMMHPOBaHHH (PakTOpOB.
B sToM cityyae npueM KOMOHHAIIMK XJIOPMAJAWHOH + STHHHJIICTPAIHOI IIPOTHBOMOKA3aH.

Puck pa3BUTHS BEHO3HOTO W/WIIM apTepUaIbHOrO TpoMbo3a, WM TPOoMOOIMOOIHH WITH
11epeOpoBaCKyJIIPHBIX HAPYIIEHUH MOBBIIIACTCS:

* C BO3pacToM;

* y KypsImuX (PUCK YBEJIHUUBAECTCS B OOJIBIIEH CTETIEHH Y XKEHIUH cTapiue 35 Jer);

* OpYd HAIMYUHA B CEMEHHOM aHaMHe3e BEHO3HOTO WM apTepHabHOrO TpoMbo3a, HIH
TpoMOo3MOoK y OpaTheB, cectep WM y pomuTeneid B Bo3pacte MeHee 50 ier (B ciydae

npeanoaaraeMoil HacaeCTBEHHOH MpeapacioioxeHHocT nepes HaganoMm npuema KOK cienyer
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IPOKOHCYIHTHPOBATHCS CO CIEIUATUCTOM);

» npu oxupennd (nHaeKe Maccs! Tena (MMT) Gonee gem 30 Kr/m%);

* IPH TUCITUIIONPOTEHHEMHH;

* U apTepHATBHOM TMIEePTEH3HH;

* IIPA MUTPEHU;

* IpH 3a00JIeBaHMUSX KJIAIIAHOB CEpPALaA;

* 1pu GUOPHILIALMU TPEACEPAUH;

* B Cllyyae JUIMTENBHOH MMMOOGH/IM3AIME, CEPHE3HOTO XUPYPrHYECKOro BMEIIATeIbCTBa, JIH0O0M
onepanny Ha HHWKHHUX KOHEYHOCTSX, B 0OJACTH Ta3a MJIM HEHPOXMPYPIUYECKOTO ONMEPaTHBHOIO
BMEMIATE/ILCTBA, OOLIMPHOM TSHKENOH TpaBMBl. B 3TUX CHTyaumusx clielyeT NMPEeKpaTuTh MpHEM
KOK (B ciywae muaHupyeMoil omepaiuu, 0 KpaifHell Mepe, 3a YeThIpe HEIENH 10 Hee) U He
BO300HOBIIATB €T0 B TEUYSHHE ABYX HEAEINb I10CII€ OKOHYAHUS KIMMOOHIN3ALIUH.

BpemenHas uMMoOMIM3amus (HampuMep, aBHanepeseT JIMTEIBHOCThIO Ooee 4 4acoB) MOXKET
TaKXKe ABIATHCS (aKTOpOoM pucka passutus BT, 0coGeHHO pu HAMWYUHK APYTHX (PaKTOPOB pHCKa.
Bormpoc 0 BO3MOXHO# poJii BApHKO3HOTO PACHIMPEHHUs BEH U MIOBEPXHOCTHOTO TpoMbodeduTa B
pa3Butuu BTD ocTaercs ciopHbIM.

Cnexmyer y4MTHIBATH TOBBIIICHHBI PHUCK Pa3BHTUS TPOMOOIMOOIHYECKHX OCIIOKHEHHH B
II0CIIEPOJOBOM IEPHOJIE.

Hapymenuss mnepudepudeckoro KpoBOOOpalleHHS TaKXXe MOTYT OTMEYarbCs IPH CaXxapHOM
nuabere, CUCTEMHOW KpacHOM BOJIYaHKE, EMOJUTHKO-ypEMHYECKOM CHHIPOME, XPOHHYECKHX
BOCHAIUTEIBHBIX 3a00JieBaHUsAX KUIIeyHuka (Oone3nbr KpoHa WM SA3BEHHBIH KOJIHMT) H
CEpPIIOBHU/IHO-KJIIETOYHOH aHEMUH.

VBenuyeHHe 4YacTOTHl M TSDKECTH MHIpeHH Ha (OHE mpuemMa KOMOMHALMHU XJIOpPMaJdHOH +
TUHUIACTPAAMON (YTO MOXKET MPEAIIECTBOBATH HEpeOPOBACKYISIPHBIM HApyLIEHHUSIM) SBIISETCS
OCHOBaHMEM JUIsl HEMEJICHHOTO MPEKpaIIeH s IPUeMa 3THX IPenaparosB.

K OuoxumMuyeckuM moOKa3aTesiM, YKa3bIBAaIOIIMM Ha HACJEICTBEHHYIO WM IPHOOPETEHHYIO
NPEPAcHON0oKEHHOCTh K Pa3BUTHIO BEHO3HOTO WM apTepHATBHOTO TpoM0O03a OTHOCATCS:
PE3HCTEHTHOCTh K AaKTUBUPOBaHHOMY mpoTeuHy C, TI'HIEeproMOLUCTCHHEMHS, ACPHLIUT
antutpoM6buHa III, neduuut nporenna C, nepunur nporeuna S, antudocdonunuHbe aHTUTETA
(aHTHTENA K KApIMOJUITUHY, BOTYAHOYHBIH aHTHKOATYJISHT).

[Ipu ouenke cooTHomeHus "MONMB3a-puCK" ClEIyeT YYUTHIBATh, YTO TEpamus JIaHHBIX
COCTOSIHHI1/3a00IeBaHHIA MOXKET CHU3HTh CBSI3aHHBINA C HUMH PHCK Pa3BUTHS TPOMO0IMO0INUECKUX

OCJIO)KHEHHUH.
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JKeHIUHBL, NPUHAMAIONAE MpEnapar XJIOPMAIMHOH + OSTHHHIICTPATHON, JOIDKHBI OBITh
IPOMH(OPMHEPOBAHEI O TOM, YTO B CTy4ae BO3HUKHOBEHHUS BO3MOXKHBIX CHMIITOMOB Tpomb03a UM
CIIelyeT HEMEUIEHHO OOpaTUTHCS K Bpady, IIPHEM IpernapaTa cielyeT IPEKpaTUTh.

Onyxonu

Hanbosnee cymecTBeHHBIM (aKTOpOM pHCKa pa3BHTHsS paka mmediku marku (PIIM) sBrnsercs
MEpPCUCTHPYIOIIas ManuuioMaBupycHas uHGMekuus. MmeoTcs CcooOWeHHs O HEKOTOPOM
noBbIIIeHHH pucka passuTusa PIIIM npu mmurensaom npueme KOK. Cpasp ¢ mpuemom KOK me
nokaszaHa. OHAaKO 10 HACTOSIIETO BPEMEHH CYIIECTBYIOT IPOTHBOPEYHS OTHOCUTEIBHO CTENCHH
BIIMSIHHUS HA 3TH JaHHBIE Pa3IMYHBIX (HAaKTOPOB, B YACTHOCTH CKPHHUHTOBBIX 00C/IEI0BAHUH IEHKH
MAaTKH HJIH 0COOEHHOCTEH MOJIOBOTO MOBEACHHUS JKEHIUHBI (KOJIMYECTBA CEKCYaTbHBIX MTAPTHEPOB
WM KCIOJIB30BaHMs OaphepHBIX METOMOB KOHTPAIENIHH), a TAKXkKe MPUYMHHO-CIIEICTBEHHOM
B3aMMOCBSI3H 9THUX (PaKTOPOB.

[To JaHHBIM MeTa-aHaIU3a Pe3yJIbTaTOB 54 MUAEMUONIOTHIECKUX UCCIIEJOBAHUM OBLIO BBIABJIEHO
Hebobmoe noBeinenue (B 1,24) pucka pa3BuTus paka Mono4yHo# xene3bl (PMIK) y xeHuuH,
npumensionux KOK. IToBBIIIEHHBIH PUCK TTOCTENEHHO yMeHbInaeTcss B TedeHue 10 jer mocie
npexpamenus npuema KOK. B cBs3u ¢ tem, yro PMXK otmeuaercst peaxo y xenumuH 10 40 ser,
yBenuuenue konuuectna ciaydaeB PMK y xenmun, npuanmaronmx KOK B HacTosIee BpeMs win
IPUHUMABIIKX €r0 HEJaBHO, SBJISETCS HE3HAYUTEIBHBIM 0 OTHOIIEHHUIO K 00IIEMY PHUCKY 3TOrO
3aboneBanus. Ero csa3p ¢ mpuemom KOK He nokazana. HaGmomaeMoe MOBBIEHHE PUCKA MOXKET
OBbITH TaKXke cleacTBreM 6osiee pannen quarHoctuku PMXK y sxenmun, npurumarommmx KOK (y
HUX JHArHOCTUpPYIOTCS Ooniee paHHHe KiuHHYeckue (opmbr PMIK, yeM y IKeHIIWH, He
npuauMasiux KOK), 6uonoruyeckum aeiicteueM KOK wnu couetanneM 000uX 3TUX (HAaKTOPOB.
Kpaiiae peako npu npumenennn KOK Habmogamuce cirydan pa3BuTUs 100pOKa4eCTBEHHBIX, H €I11e
Oomee peako — 370KAYECTBEHHBIX OIMYyXOJeH MeueHH. B OTAenbHBIX ClydasX, 3TH OIlyXOJIH
IPUBOJIAIM K MPECTABIISIOIEMY YTPO3y ISl )KU3HU BHYTPUOPIOITHOMY KPOBOTEYEHHIO.

B cioy4ae mosiBneHus CUIBHBIX Oosiel B 001acTH KHMBOTA, YBETHUYCHHs NEUEHH WM [IPU3HAKOB
BHYTPHOPIOIIHOTO KPOBOTEUEHHUS, CIIE/TyeT YUYHTHIBATh 3TO IIPH MPOBEICHUH AU PEPEHIIHATBLHOTO
JarHosa.

Menuneuoma

Coobmanocs o cirydasx pa3BUTHS MEHHHTHOMBI (OTMHOYHON M MHOXECTBEHHOM ) IIPH IIPHMEHEHUH
XJIOpMaJUHOHA aleTaTa, 0COOEHHO TpH MpUEME B BBICOKHX J03aX M B TEUCHHE JUIMTEIBHOIO
BpPEMEHHU (HECKOJBKHX JieT). [IalMeHTKH MOJDKHBI HAaXOOUTHCS MOJ HAOMIONCHHUEM Ha IMpEIMET
MOSIBJICHHSI IPU3HAKOB U CUMIITOMOB MEHHHTHOMBI B COOTBETCTBUH CO CTaHJAapTaMH KIIMHUYECKOM

IIPaKTHUKH. Ecmm Y TNalHeHTKH JUarHoCTUpoBaHa MEHHHIHOMA, B  Ka4€CTBE  MCPBI
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[IPESOCTOPOIKHOCTH CIEAYET MPEKPATHTh TCPAIHUIO TFOOBIMHU rnpenapaTaMpI couep)KamnMn

XJIOpMaIMHOHA aleTaT.
VMeroTcs JaHHbIE O TOM, YTO PHCK Pa3BHTHSI MEHHHIHOMBI MOXKET CHH3HUTBCS T10CTIE IPEKPAIICHHU
TEparuu XJIOPMaJHHOHA ALETATOM.

pyzaue cocmoanus

V KEHIHUH C TUIEPTPUTTHIEPHIEMHEN UM COOTBETCTBYIOIIMM CEMEWHBIM aHAMHE30M IOBBIIICH
pucK pa3BuTHs mankpeatuta npu npueme KOK.

HecMoTps Ha TO, 4TO HE3HAYUTEIHHOE TIOBBIIEHHE apTepHaIbHOro faBieHus (AJl) 6buI0 omucaHo
y MHOTHX XeHIIuH, npuHaMaromux KOK, kmuHruYecky 3HauuMOoe MOBBIIIEHHE 0TMEYAIOCh PEIKO.
Tem He Mmenee, ecnmum Ha ¢one mpuema KOK pas3BuBaercs CTOMKOE KIMHHYECKH 3HAYMMOE
noBeieHne AJl, mprueM KOMOUHAITMH XJTOPMAIHHOH + STHHHIICTPAAUO] HEOOXOAUMO IIPEKPATHTh
¥ HayaTh aHTUTUIEPTeH3UBHYIO Tepamuio. [locne Hopmamuzaumu AJ] mpueM KOHTpaLENTHBA
MOJKET OBITH IIPOJIOJDKEH.

V JKeHIIWH ¢ HAIMYMEM B aHAMHe3e recTalMoHHOTO repreca Ha ¢one npuema KOK Bo3moxeH
pPELHANB 3TOr0 3a00I€BaHHUS.

[Ipy OCTpPBIX HIIH XPOHHYECKHX 3a00JICBaHHAX IMEYEHH MOXKET MOTpeOoBaThCs MpEKpalleHHe
IpHueMa rpemnapara J0 HOpMalIH3aluy rnokaszareneit GpyHKIUY NeYeHH .

PenuauB XoecTaTHYeCKOW JKENTYXH, Ppa3BUBINEHCS BIIEPBBIE BO BpeMs IPEAIIECTBYIOMIEN
OepeMEHHOCTH HJIH MPEAbIIYIIero npuemMa MOJOBBIX FOPMOHOB, TpeOyeT MpeKpalleHus IpueMa
KOK.

[lpuem koMOMHAUH XJIOPMAIMHOH + STHHHJIACTPAJMON MOXET OKa3blBaTh BIIMSHHE Ha
nepudepuvecKyro HHCYIMHOPE3UCTEHTHOCTD B TOJIEPAHTHOCTD K IIIOKO3€, KEHIIUHBI ¢ CaXapHbIM
I1abeToM JTOHKHBI HAXOAUTHCS O] THIATETBHBIM MEIUIIMHCKUM HaOMOIEHUEM BO BpeMs IIpHeMa
npernapara.

B penxux ciydasx BO3MOXHO MOSIBJICHUE XJI0a3Mbl, 0COOCHHO Yy JKEHILHMH C XJ10a3MO0H OepeMEHHBIX
B aHamHe3e. JKEeHIIUHBI CO CKIOHHOCTBIO K XstoasMe Bo Bpems mpuema KOK nomxHbl u3beratsb
JUIATENBHOTO MpeObIBaHMUs HA COJTHIIE H BO3ACHCTBUS YIbTPA()UOIETOBOTO 00Ty YeHHUS.
Coobmanock 06 060CTpEeHUN FHAOTEHHOM IETPECCHH, SMUIENICHU, 6oe3Hn KpoHa U S3BEHHOrO
konuTa Ha pone mpuema KOK.

[lonaBneHHOE HACTPOCHHE M JENpeccHsl SBISIOTCS OOUIEH3BECTHBIMH  HEXeNaTeIbHBIMU
peakiysMU MpH NPUMEHEHUHM TOPMOHAIBHBIX KOHTpanenTuBoB (cM. paszen 4.8.). [lempeccus
MOXET OBITh CEphe3HOH M SBISETCS IIHPOKO M3BECTHBIM (AKTOPOM pPHCKA CYHIHJAIBLHOIO
TIOBe/ICHUS M CyuIMa. JXeHIIuHaM ciieayeT 0OpaTUTECS K CBOEMY Bpady B CJIy4ae BOSHHKHOBEHHUS
NepenaoB HACTPOSHHUS H TOSBJICHUS JEIMPECCUBHBIX CHMIITOMOB, B TOM YHMCJI€ BCKOpe IOCHe

Havaita npuema KOK.
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DK30TeHHBIE ICTPOreHbl MOTYT BBI3BIBATH HIM YCHIHBAaTh CHMITOMBI HACJIEICTBEHHOTO H
IPHOOPETEHHOT0 AHTMOHEBPOTHYECKOTO OTEKA.

C ocmopooicHocmeio

[IpreM mpemnapartoB, COAEPXKAIIUX CTPOreH MM 3CTPOreH + MpOrecTareH, MOXET OTPHIATEIbHO
TIOBJIMAT HAa HEKOTOphle 3a00jeBaHUs M COCTOSHHS, B ITOM ciydyae TpeOyercs TIIATEIbHOE
MEeIUIMHCKOE HaOIoIeHHUE:

- paccesiHHBIN CKJIEpPO3;

- TeTaHHS,

- OpoHXHaTbHAs acTMa;

- XpOHHYECKas CepAeYHas WU [10YeqHas HeI0CTaTOYHOCTD,

- Xopes;

- caxapHbIii quaber;

- 3ab0s1eBaHUs IIEYECHH;

- TUCITUIIONPOTEHHEMHS;

- apTepuabHas THIEPTEH3US;

- 9HJOMETPHO3;

- mopbupus;

- BApUKO3HOE pacUIMpPEHUE BEH;

- TpoMboGeduT;

- HapyLIEHUS CBEPTHIBAEMOCTH KPOBH;

- MacTONaTHs;

- ayTOUMMYHHBbIE 3a00JIeBaHUsl, BKITIOYasi CACTEMHYIO KPAaCHYIO BOJYAHKY;

- TeCTallMOHHEBIH IrepIiec;

- MHOMa MaTKH.

Meouyunckue ocmompet, 0bcredosanue

ITepen HayamoM win BO30OHOBIICHHEM NpHEMa KOMOMHALMH XJIOPMAIHHOH + STHHHIIICTPAIHOI
HEOOXOIMMO O3HAKOMHUTBCS C aHAMHE30M JKHU3HH, CEMEHHBIM aHAMHE30M >KCHIIHHBI, IPOBECTH
obmemenuuuHckoe (Bkmodas wu3Mmepenue AJl, ompenenenue WMT) u rusHekonorudeckoe
obcnenoBanue (BKIOYas 0OCIEOBAaHHE MOJIOYHBIX JKEJIe3 M ILHUTOJOTHYECKOE HCCIEN0BaHHE
SMUTENHS MIEHKHA MaTKH), HCKIIOYUTh OepeMeHHOCTh. OOBEM IONONHUTENBHBIX HCCIIEA0BAHUH U
4acTOTa KOHTPOJBHBIX OCMOTPOB ONPEENAIOTCS MHAUBUIYAIBHO HE pexe 1 pa3a B 6 Mecsles.
Cremyer coOOLIMTH XKEHINMHE, 9TO Mpernapar He nmpenoxpanseT or BUY-undeximn (CIIUI) u
IOpyrux UHGEKIUH, NepealomuXcs MOJ0BbIM Iy TeM!

Crudicenue s¢pghexmusnocmu
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IlponyieHHbIA npueM TabneTok (cM. moapasaen «Pexomenmauuy B Clydae TPOMyCcKa nprHeMa

mpenaparay), pBOTa MM KHIIEYHBIE pAacCTPOMCTBA, BKIIOYas AHApeo, JUTHTETbHBIH
COITYTCTBYIOLIHH TIPHEM HEKOTOPBIX JIEKApCTBEHHBIX TPENaparoB (cM. pasien 4.5) WiH, B 0YEHb
PeJIKHX CIly4dasX, HapyleHHe oGMeHa BEECTB MOTYT CHH3UTh KOHTPAIETUBHY 0 () )eKTHBHOCTH
npernapara.

Bnusnue na konmpoib MeHCMpYalbHO20 YUKIA

«IIpopuvisHble » KDOBOMEYEeHUSL U «MaACYUuey» KPOBAHUCHbLE gblOeIeHUs

[Ipumenenne KOK MoXeT NpPUBOAMTH K KPOBOTEUEHHSM M3 Blaraivma («IpOpPbIBHBIMY
KPOBOTEYEHHSM U HE3HAUMTETHHBIM KPOBSIHHCTBIM BBIJICNICHHAM), OCOOEHHO B TEYECHUE MEPBBIX
IUKJIOB Ipuema mpemnapata. [[0o3ToMy MeIMUIMHCKass OLIEHKa HEPEryJspHBIX [HMKIOB [0/DKHA
IIPOBOJMTHCS TOJIBKO MOCIE MEPHO/A aJIaNTalHH, COCTABISIOMEro OKOJIO TpeX MHUKIOB. Eciu Ha
¢one npremMa KOMOWHAMH XJIOPMAIMHOH + STHHHIICTPAIHUOJ IOCTOSHHO HAOIIONAIOTCS HITH
BHOBB IOSIBJISIFOTCS «IIPOPBIBHBIEY» KPOBOTEYEHHS, XOTS paHee LUKJ ObUI PEryJspHBIM, CICIyeT
POBECTH 00CIIEI0BAHKE C IIEIBI0 UCKIFOYEHHSI OEPEMEHHOCTH MM OPTaHUYECKHX 3a00IEBaHUH.
[Tocne uckmrovYeHns: GepeMEHHOCTH WIH OPTaHUYECKOro 3a001€BaHHs MOXKHO IPOIOJDKHTE IIPHEM
KOMOWHAIIMK XJIOPMAJIMHOH + 3THHHJIACTPAIUOJ WIM IEPEBECTH MALUEHTKY Ha MPHEM APyroro
KOHTpAaIeNTHBA.

MexMeHCTpyallbHble KPOBOTEUEHHsS MOTYT OBITh HPHU3HAKOM CHMJKEHHS KOHTpaleNTHBHOM
spdexTuBHOCTH (cM. mompaznen «PexkoMeHmauMM B cilydae IpoOIlycKa IpHEMa IIperaparay,
«Pexomenanuu B Ciiydae ey J0UYHO-KHUIIEYHBIX PaCCTPOUCTBY» U paszaen 4.5).

Omcymcmeue KpoBOme4eHuUuAd « OmmeHbl)

Kak npaBuio, depe3 21 neHs mpueMa mpemnapaTta BO3HHKAeT KpOBOTeYeHHE «OTMeHBI». MHor/a,
O0COOEHHO B TEYEHHE IMEPBBIX MECSIEB NpUeMa Ipenapara, KPOBOTEYEHHE «OTMEHBD» MOKET
OTCYTCTBOBaTh. TeM He MeHee, 3TO He 00sf3aTebHO T'OBOPHT O CHW)KEHHH KOHTpALENTHBHOIO
¢ dexra.

Ecnu xpoBoTedeHHEe OTCYTCTBOBAJIO MOCIIE OJHOTO IHKIIA IIPHEMA, B TEYEHHE KOTOPOTr0 XKEHIIMHA
HE HapyIIajia pexxuM JO3UpOBaHHs Mpenaparta (He MpoIryckaia npueM TabaeTok, He IpeBblana 7-
JTHEBHBIH IIEPEPHIB B IPUEME), HE IPUHAMANA JPYTHE JIEKapCTBEHHBIE PENApaThl, y MAllUEHTKH He
OBIIO PBOTHI HIIH JHAPEH, TO OIUIOJOTBOPEHHE SHIEKICTKH SBISETCS MAJIOBEPOSTHBIM U IPHEM
KOMOHHALUH XJIOPMaIHHOH + 3THHHIICTPAZAUOI MOXKET OBITH IPOIOIIKEH.

Ecmu 10 mepBoro OTCYTCTBHS KPOBOTEYEHHS «OTMEHBI» MpHEM KOMOMHAIMH XJIOPMAJIMHOH +
STHHHJIICTPAAUON HPOUCXOJUI C HApPYIIEHHEM HHCTPYKIUH MM KPOBOTEYEHHE «OTMEHBI»
OTCYTCTBYET B T€YEHHE JBYX LHUKIIOB, TO CIEAyeT MCKIIOYUTH OEPEMEHHOCTh O MPOJIOJDKCHHS

npHeMa rpernapara.
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conepxamue 3BepoGoil poabIpsBIeHHBIH (Hypericum perforatum), COBMECTHO € KOMOUHALMEH
XJIOPMAIMHOH + STHHHJIACTPAIHON (CM. paszen 4.5).

Bcnomozamenvhuie éewjecmea

JlaHHBIA Tpenapar comepXHuT 69,5 Mr JIakTo3bl MOHOTHApara. IlanueHTkaM ¢ TaKMMH PEIKHMH
HACJIE[ICTBEHHBIMA 3a00JIeBaHUSMH, KaK HENEPEHOCHMOCTh TIajlakTo3bl, MOJHAsA JIaKTa3Hasd
HEJIOCTATOYHOCTh HJIM CHHPOM IJIIOK030-TalaKTO3HOH ManbabcopOIuu, He ClIeayeT IPUHAMATh
JIAaHHBIA IIpenapar.

Bnusnue npenapama benapa na nabopamoprule mecmoi

ITokazaren HEKOTOPBIX J1abOPAaTOPHBIX UCCIIEOBAHKM MOTYT H3MeHAThes Ha one npuema KOK,
HanpuMep, OHOXUMHYECKHE IToKa3aTeu GyHKIMY NeYEeHH, U TOBH/IHOM XKeJIe3bl, HaIIOYSYHUKOB,
MOYeK, COJAEp)KaHHE TPaHCIOPTHBIX OENKOB B IUa3Me KpoBH (Hampumep, IJI00yIIHMHa,
CBA3BIBAIOIIETO KOPTHKOCTEPOMIHBIE TOPMOHBI, (pPAKIHi JMIHIOB U JUIIONPOTEHHOB), & TAKKe
TIOKa3aTelld YIIeBOJHOro 0OMeHa, Koarysamud u Gudpunomusa. OObIMHO U3MEHEHHS OCTAIOTCS B
npezenax HOpMaabHBIX [TOKa3aTeNeH.

4.5. B3amMmopgelicTBHe ¢ [PYrHMH JIEKADCTBEHHBIMH INpenapaTamMM H JApyrde BH/bI
B3aHMO/eHCTBHA

[Ipumeuanue: B ciiyyae 0JHOBPEMEHHOTO IpHeMa KOMOHHALMY XJIOPMaJIHHOH + STHHUIIICTPATHOIT
M JPYTHX JIEKapCTBEHHBIX CPEICTB IS BBIABICHUS BO3MOXHBIX JIEKaPCTBEHHBIX B3aMMOICHCTBHI
TaKKe CIEeIyeT aHAIW3UpOBaTh HH(MOpMALMIO, MpPEACTABICHHYI0 B HMHCTPYKUHSX IO
MEIUIMHCKOMY IIPUMEHEHHIO 3THX MpernapaToB.

®apmMakoIUHAMUYECKUE B3aUMOICHCTBUS

B KIMHHYECKUX HCCIIEIOBAHUAX C YYACTHEM MAIIHEHTOB, MOJTyYaBIIUX JIEKAPCTBEHHBIE ITPENAPATHI,
coziepKalie OMOUTacBU p/IapUTAIPEBUP/PUTOHABHUP U 1acalyBHp, B KOMOMHAIIUH C pUOABUPHHOM
win 6e3 Hero, ana nedeHus BupycHoro rematuta C (BI'C), y sxeHIMH, NpUMEHSBIIMX
JIEKapCTBEHHBIE Mperapathl, COAEpKaIlde ASTUHHIACTPAAHOJ, HalpuMep, KOMOHHHPOBaHHBIE
rOPMOHAJIbHBIE KOHTPALENTHBBI, 3HAYUTENBHO 4Yaile HaOaro[anoch MOBBINIEHHE AKTHBHOCTH
anannHaMuHOTpaHchepassl (AJIT) Gonee yem B 5 pa3 Bblie BepxHe# rpanuiibl HopMbl (BI'H).
Kpome Ttoro, mnoenmenue axktuBHOCcTH AJIT Habmopanock y KEHIIUH, MPUMEHSBIIMX
JIEKApCTBEHHBIE IpenapaThl, COJAEp)KAIIUE STHHHIACTPAIUOJ, HANpHUMep, KOMOMHHPOBAHHBIE
TOPMOHAJIbHBIE  KOHTpPALENTHUBBl, W  MONYyYaBIIMX  [JIEKANpPEBUP/NUOPEHTACBHp WM
cotocOyBup/BenmaTacBiUp/BoKcHIapeBUp (cM. paszen 4.3).

[TosToMy JKEHIIMHBI, MPUHUMArOIKe npenapaT bemapa, MOMKHBI NMEpPEeHTH Ha APYrod METOJ
KOHTpAIENiK (HapuMep, penaparsl, CoIepKalie TOJIbKO MIPOrecTareH, Wi HErOPMOHAIbHBIC

METO/IBI) 10 HavaJia Tepaniy STAMH KoMOHHaussMu penapatoB. [Ipuem npenapara benapa MoxHO
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-

IpenapaToB.

dapMaKOKHHETHYECKHE B3aUMOICHCTBHS

Buusinue Opy2ux 1eKapcmeeHHbIX penapamos Ha KOMOUHAYUIO XI0PMAOUHOH + SMUHWIICMPAOUOI
BO3MOXHO  B3aMMOJEHCTBHE C  JICKAPCTBEHHBIMH  CPEACTBAMH,  HHOYLHPYIOMIAMH
MHKPOCOMAITbHBIE (PEPMEHTBI [IEYECHH, B PE3YJIbTATE YEr0 MOKET yBEIHYMBATHCS KIIMPEHC TI0JI0OBBIX
TOPMOHOB, 4YTO, B CBOIO OYEpe/lb, NMPUBEAET K «IIPOPHIBHOMY» KPOBOTEYEHHIO W/MIM yTpare
KOHTPALENTHBHOTO JAeHCTBHUS KOMOHHAIIMY XJIOPMAIMHOH + STHHHIIICTPAHOIL.

Mepwi no cHusiceHUIo pucka

W ayKIps MUKPOCOMATBHBIX ()ePMEHTOB ITEYEHN MOXKET HAOIIOAThCs yIKe Yepe3 HECKOJIBKO JHEH
npueMa mpenapara. MakcuMaibHas HHIYKIHS MHKPOCOMATBHBIX (PEPMEHTOB MEYEHH OOBIYHO
HabmoaeTcs B TeYeHHE HECKOJBKMX Helenb. [lociie OTMEHBI IpenapaTta HHIyKIHsS (GepMeHToB
MOYET COXPaHATHCS B TeUeHHE 4 HeJlelb.

Kpamxkocpounas mepanus

Xenmmuam, KOTOpblE MOJIYyYalOT HMHIYKTOPHl MHKPOCOMAIbHBIX (epMEHTOB  MEYECHH
omnoBpemenHo ¢ KOK, pekomeHayeTcssi BpEeMEHHO HCIOJIB30BaTh OapbepHBIA MM JIPYrou
HErOPMOHAIBHBINA METO/1 KOHTpalenuu. bapbepHbIii METO/ KOHTPALIEIIIHMH CIIE/Ty €T HCII0JIb30BATh
B TEYEHHE BCETO MEPHO/Ia COMYTCTBYIOLIEH TepaIH U ellle B TedeHHe 28 qHel mociie npeKpaeH s
IpPUMEHEHHUS Ipenapara-uHaIykTopa. Eciiu npuMeHeHue HHIyKTopa MpoJ0JDKaeTes Mocie mprueMa
nocneaneii Tabnerku KOK u3 Texymieil ymakoBKH, CleJlyeT HadaTh IpHEM TabJIEeTOK M3 HOBOM
YTaKOBKH, IPOITyCTUB NIEPEPHIB B IIPUEME.

Honeocpounas mepanus

XKenmuHam, MoJTyYaOMUM UTATEBHYIO TEPANHI0 HHIYKTOpPAMH MUKPOCOMAIBHBIX ()EPMEHTOB
NIEYEHH, PEKOMEHJOBAaHO HCIOIB30BaTh JPYrOd HAAESKHBIH HETOPMOHAIBHBIA  METOJ
KOHTpaLENIHH.

H36ecmubi cnedyoujue 3aumooeicmeus

Bewecmea, npusooswue k yeeauvernuio kruperca KOK (cuuocenue aghchexmusnocmu KOK 3a cuem

UHOYKYUU MUKDOCOMANbHBIX (hepMeHmo8 neyenu), Hanpumep:

Oapbutypatbl, Oo3eHTaH, kapOamasemnuH, OapOeKcakiOH, ()EHHTOHMH, MPUMHUIOH, MOAApHHUIL,
pudamnunyH, pudabyTHH U npenapatsl 1 jtedenuss BUY: putonaBup, HeBUpANUH U d(paBUpeH3
H, BO3MOXHO, endamar, rpuseodyIbBUH, OKCKapOa3enuH, TOMUpaMar | penaparsl, CoJepiKariie
3Bepo0Ooit nmpoasIpsBieHHbIH (Hypericum perforatum).

Jlexapcmeennvle cpedcmea/oeticmeayrouiue euiecmed, KOmopwvle MO2Yym CHUNCAmMb KOHYeHmpayuro

IMUHUNICMPAOUONA 8 CbLBOPOMKE KDOBU.
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BCE JICKAapCTBCHHBIC CpEJICTBA, YCHIIHBAKOIIAE MOTOPHKY XKEIIy JOYHO-KUIIEYHOT'O TpakTa

(HampuMep, METOKJIONpaMK/) MM Hapymaromme adcopOuuio (HampuMmep, AKTHUBUPOBAHHBIH
yTOJib).

Bewecmea, oxazvieaiouue paziuynoe eiusnue Ha knuperc KOK:

npu oaHoBpeMeHHOM HasHaueHun ¢ KOK MHorne koMOMHAIMH MHTHOMTOPOB MPOTEa3hl BUY u
HEHYK/ICO3UIHBIX HMHTHOMTOpOB OOpaTHOM TpAaHCKPWNTA3bl, BKIHOYas KOMOMHALMH C
MHTHOMTOpaMH IIpoTea3sl BUpyca rematuta C, MOTyT yBETHYMBATH WITH yMEHBIIATH KOHIIEHTPALMIO
3CTPOTEHOB MM MPOTECTareHoB B Mia3me KpoBH. OOumit 3 HEKT TaKUX U3MEHEHUH MOXKET OBITh
B HEKOTOPBIX CITy4asX KIIMHAYECKH 3HAYUMBIM.

JIns  BBIABJIEHHS BO3MOXKHBIX JIEKAPCTBEHHBIX B3aMMOJEHCTBHH M CBS3aHHBIX C O3THM
PEKOMEHIAIHA CIIeyeT MPOBOAUTH aHATH3 MH(POPMALUH, NPEICTAaBIEHHON B MHCTPYKUIHUAX MO
MEMIUHCKOMY MPUMEHEHHIO COIYTCTBYIOIIMX IIpENapaToB, MPEJIHA3HAYEHHBIX UM JICYCHUS
BUY-undeknun/renatuta C. B ciydae mo0bIX COMHEHHUI JKEHIIHHAM, MOJTyYarOIMM HHTHOUTOPBI
IpoTea3sl WM HEHYKJICO3UHbIE HHTHOUTOPBI 00paTHOM TPaHCKPHUIITa3bl, CIEAYET HCIOJIb30BaTh
JOTIONTHUTEIbHBIN GapbepHBIil METO/] KOHTpPAIEIIHH.

Credyrwowue nexapcmeeHuwle cpedcmsa/()ez?cmewomue gewecmed  mocym nosesluiamo

KOHYEHMPAayuro SMuHUIICmpaouond 8 Cbl8OPOMmMKe KpoGu.

- BEIECTBA, MOJABIAIOIINE CyJIb(aTHPOBAHUE STHHUIICTPAIHONA B CTEHKE KHINCYHHKA,
Hanpumep, aCKOpOMHOBasi KUCJIOTA WM NTapaneTaMolt;

- atopsactaTuH (yBenuuuBaeT AUC stunmictpanuona Ha 20%);

- BEIECTBA, MOABISIONINE AKTHBHOCTh «IEYEHOYHBIX» MHKPOCOMAIBHBIX (DEPMEHTOB
NEYeHH, TaKWe Kak IMPOTHBOIPUOKOBBIE CpEACTBA, SBISIOIIUECS MPOU3BOAHBIMH HMMHIa30I1a
(manpumep, ¢GIIyKOHA30]T), HHAMHABHP WM TPOJICAHIOMHIIUH.

Bhusnue kombunayuu X10pMaouHon + smuHunICmpaouon Ha opyaue 1ekapcmeeHnHole cpeocmea

- IyTeM IOJJaBJICHHS aKTUBHOCTH MUKPOCOMAJIBHBIX (PEPMEHTOB ME€YEHH H, COOTBETCTBEHHO,
MIOBBIIIEHUS] KOHLEHTPALMH B CHIBOPOTKE KPOBM TaKUX BELIECTB, KaK [uazenaM (M ApYrux
GeH30Ma3eUHOB, MeTabOIU3M KOTOPBIX OCYIIECTBISETCS MOCPEICTBOM TMAPOKCHIMPOBAHMS),
LIUKJIOCIIOPUH, TEO()UIUIUH U NIPETHU3O0JIOH;

- IMyTEM HHAYLUPOBAHUS TJIOKYDOHM3AaLMHM B IIEYEHH M, COOTBETCTBEHHO, CHH)KEHHS
KOHLIEHTPALH B CBIBOPOTKE KPOBH TaKUX BEIECTB, KaK JIAMOTPUKHUH, KI0(UOpar, napaneramo,
MOp(hHH U JIopasenam.

KoMOuHanus X1opMaJuHOH + 3THHHIACTPAAUON BIUSET HA TOJEPAHTHOCTh K IIIOKO3€, II03TOMY
MOXET U3MEHHUTHCS OTPEOHOCTH B HHCYJIMHE U MEPOPATIbHBIX THIOTIMKEMHYECKUX CPENCTBAX.
OnucaHHblE OCOOCHHOCTH B3aUMOJEHCTBHS TAaKK€ MOIYT OTHOCHTCS K JIEKapCTBEHHBIM

npenaparaM, KOTOPBIE IPUMEHSIUCE B IIOCIIEAHEE BPEMAL.
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CrnemyeT wW3y4yaTh HHCTPYKLUHIO IO IPHMEHEHHIO Kax(noro Ha3HAYaeMOoro neKapcheHHoro
mpemapaTa Uil BBIBIEHHS BO3MOXKHOTO B3aHMOJEHCTBHS C KOMOMHALMEH XJIOPMaJMHOH +
STHHUJISCTPAAUOIL.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD H JAKTAIHSA

bepemeHnHoCTh

[IpueM KOMOMHAIMM  XJOPDMAQIMHOH + OSTHHWIICTPaIHON BO BpeMs OepeMEHHOCTH
NpOTHBOMOKAa3aH. B ciiyyae mpuMeHeHns npenapara benapa cieyer HeMeIIEHHO PEKPaTUTh €ro
npueM. MHOrOYHCIIeHHBIE SMHIEMHOJIOTHYECKHE HCCIECNOBaHHs HE BBIABHIM HH YBEIHYCHUSA
PHCKa BO3HHUKHOBEHHS Ie(EeKTOB pa3BUTHUSA y JETEH, POXIEHHBIX >KCHIIWHAMH, MOJTy4aBIIUMA
0JIOBBIE TOPMOHBI J0 OEPEMEHHOCTH, HA HAJIMYUS TEPATOTEHHOIO AEHCTBHs, KOrJa IOJIOBbHIC
TOPMOHBI IPHHAMATHCH 110 HEOCTOPOXKHOCTH B paHHHE CPOKH OEPEMEHHOCTH.

JlakTarus

[Ipumenenne npenapara benapa, xak u gpyrux KOK, MoxeT yMeHbIIaTh KOJUYECTBO IPYAHOTO
MOJIOKa ¥ M3MEHSTh €ro COCTaB, MOATOMY IPHEM IpenapaTa MPOTHBOINOKAa3aH 0 MpPEKpalleHHs
rpyaHOro BckapmiuBauus. HeGobnoe KoIMyecTBO BXOASAIIMX B COCTaB KOHTpALENITHBA TOPMOHOB
W/uM X MeTabOJIMTOB MOXKET MPOHUKATh B IPYAHOE MOJIOKO M OKa3bIBAaTh BIIMSHHME HA 3710pPOBbE
pebeHka.

DepTHIBHOCTD

[Ipenmapar bBenapa mnoka3aH mis mnepopaipHO KoHTpaueniuu. WHpopmanus o cpokax
BOCCTAHOBJIEHHUS (PePTHIILHOCTH IIpe/iCTaBlIeHa B paszaene 5.1.

4.7. Bausinme HA CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeICTBAMH H padorarh ¢
MeXaHH3MaMH

Hannsie o HeratuBHOM BiausHUH npuema KOK Ha cnocoOHOCTB K yNpaBI€HUIO TPAHCIIOPTHBIMH
CpeACTBaMHU H MEXaHU3MaMHU OTCYTCTBYIOT.

4.8. HexxenarebHbIe peakiuu

Pe3rome npoduisg 6e3onacHOCTH

ITpu npueme npenapata benapa Hanboee yacTo BCTpEeYarOIUMHUCS HEXKENATEIbHBIMU PEAKIUAMH
(6onee 20% cmydaeB) SBISAIOTCS «IPOPBIBHBIEY» KPOBOTEYEHHS, KPOBSHHCTBHIC BBIICICHHS U3
BJIaraJjifia, TOJ0BHAs OOJIb M HENMpPUSTHBIC OIIYLIEHHs B 00JACTH MOJIOYHBIX jkene3. Yactora
AIMKIMYECKUX KPOBOTEYEHHH OOBIMHO yMEHBINACTCS 110 MEpe YBEIUYEHHS MPOJOKUTEIbHOCTH
npuema npenapata benapa.

TabnuyHoe pe3roMe HeXeTaTeIbHbIX PeaKIHi

B paMkax KJIMHHYECKOr0 HCCIIeI0BaHUs, TPOBEIEHHOTO ¢ yyacTueM 1629 eHIuH, coo01anocs o
CIIEYIOIMX HEXeaTeIbHBIX PeaKIisIX, BOSHUKIINX MOCie MpHMEHeHHs npenapara benapa.

YacToTa BO3HMKHOBEHHS HEXEIATEIBHBIX PEAKIMil yKa3aHa coriacHo pekomenaanusm BO3.
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YacroTa Ou4ens | Yacro Heuacro Pexko (21/10 | Ouens Yacrora
HexxeaTel yacto | (=21/10 | (=1/1 000,50 | 000, Ho <1/1 peaxo HEeH3BeCTHA
LHBIX (=1/10) | 0,n0 < 1/100) 000) (<1/10 (ma
peakumii / <1/10) 000) OCHOBAHHH
Cucremno- HMeEIOIHXCH
OpraHHbIi JaHHBIX
KJ1ace OLICHHTH
(MedDRA HEBO3MOXHO)
)
WNudexuuu KaHJI1J103 BYJIbBOBaIrHHH
U WHBA3UH BJIarajuina T
Jlo6pokaye ¢ubpoaneHo
CTBEHHBIE, Ma
3JI0Ka4eCTB MOJIOUHBIX
€HHBIE U xKene3
HEYTOYHEHH
BIE
HOBOOOpazo
BaHUS
(BKITROYAs
KUCTBI H
TIOJTUIIBI)
Hapymenus THIIEPYYBCTB yCUJICHHE
CO CTOPOHBI UTEJIBHOCTD K CHMIITOMOB
UMMYHHOM KOMIIOHEHTA HaCIeICTBEHH
CHCTEMBI M Ipenapara, oro u
BKJTFOYAst npuoOpeTeHHO
aJIepruveck ro
U€ peaKIHH AQHTHOHEBPOTH
CO CTOPOHBI YeCKOro oTeKa
KOXH
Hapymenus MTOBBIIIEHHE
MeTaboiu3 anmneTuTa
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TUTaHUS
[Tecuxuyeck MOJABIl | CHH)KEHHE
ue eHHoe | TuOuIo
HapylIeHUS HacTpo
eHue,
HEPBO3
HOCTb,
pasipa
KHUTEINb
HOCTh
Hapymenus rOJIOBO
CO CTOpPOHBI Kpy>KeH
HEPBHOMU ue,
CHUCTEMBI MHUTPEH
b
(w/unu
ee
yCHIICH
ue)
Hapymenus Pacctpo KOHBIOHKTUBH
CO CTOPOHBI fcTBa T,
opraHa 3peHUA HEIEPEHOCUMO
3peHHUs CTh
KOHTAKTHBIX
JIH3
Hapymenus BHE3aIHas

CO CTOPOHBI

HoTeps CIIyXa,

opraHa IIyM B yIIax
ciyXa H

nabupuHTa

Hapymenus MOBBILIEHHE
CO CTOPOHBI apTepHaIbHOT
COCYJIOB 0 JTaBJICHHS,

19




HO PB

7L53

- 2018

caor
MUHKWCTERC

PE

MpukEa Muin

CHH)KEHHE' -
apTepHaIBHOT
0 JIaBJICHHS,
CepaeyuHo-
COCYIUCTBIA
KOJLIaIC,
BapUKO3Has
00JIe3Hb BEH,

TpoMO03 BeH,

BEHO3HAs
Tpomb0o3IMOOIH
i,
apTepuabHas
TpoM603IMO0IH
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MWHWUCTEPCTBOM 3[1P# OXPAHEHW

PECNYEGIN BENAPY
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COETUHUTEI Y
BHOM TKaHU
Hapymenust | BeigesneH | 601b B | rajakropes yBEJIUYEHHE
CO CTOPOHBI | WSl U3 HUKHHA MOJIOYHBIX
PENpOAYKTH | BIarajid | X KeEles,
BHOM ma, oTzena MEeHOpparus,
CHCTEMBI M | JUCMEHO | X npeIMEHCTpya
MOJIOYHBIX | pes, KHUBOTA JIBHBIA
xKernes ameHope CHHPOM
s
O6mue ycTano
paccTpoiCTB CTb,
a ¥ peakuu OTEKH,
B MECTE yBeJIHY
BBEJICHUS eHue
Macchl
Tena
JlabopatopH HU3MEHEHHE
bIC H KOHLIEHTpaLH
HHCTPYMCEH Y JIMIKJOB B
TaJbHbIE KpOBH,
JTaHHBIE BKJTIOYAS
THIEPTPUTIIH
LEPHIEMHUIO

* — Cm. pazzen «Onucanue OTAETbHBIX HEeXEeTaTeIbHBIX PeaKIHi».

B mocTperucTpalldOHHOM — MEpHOAE  NPHMEHEHHS  KOMOMHAIMM  XJIOPDMAJMHOHA M
STUHWIACTPAJMONIA COOOINANIOCh O CIEAYIOIIMX HEXENaTeNbHbIX pEaKkUMsAX: acTeHUs Mo
aJUIEprHYeCKUe KOXKHBIE PpEaKIHH, HEe CBA3aHHBIE C HAPYIIEHHSMH CO CTOPOHBI MMMYHHOMH
CHCTEMBL.

Omnucanue OTAEIBHBIX HEXENATEIbHBIX PeaKIUi

[Ipu npumenennu KOK, B ToM ymcie KOMOMHAIMM XJIOPMaJWHOH + 3THHHIICTPAIHON, TAKXKe

co001manocks 0 CJIIEAYIOMIUAX HEXKEIATCIIbHBIX PEAKITUAX!
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MWHUCTEPCTEO ZHI

7453 -201 80 0

I

- TOBBIIEHHBIi PHCK apTEPHANBHBIX H BEHO3HBIX TPOMO030B M TpOMOOIMOOMHIA, BKIHOYAd

uHpapkT Muokapaa, uHCYnsT, TUA, BEHO3HBIN tpom603, TDJIA, Habmozmancs y KCHIIMH,
npunumaBimux KOK (cMm. paszen 4.4);

- 10 [aHHBIM HEKOTOPHIX HccienoBanuii, mmrensHoe npumenenne KOK moBemmaer puck
pasBuTHsI 3200JIeBaHU KETIEBBIBOAAIIMX Iy TEH;

- B pemkux ciydasx mocne mnpuema KOK peructpupoBamuch cCilydad BO3HHKHOBCHUA
N0OpOKAaYECTBEHHBIX OIyXOJeil Ie4YeHH, €lle peXe PErHCTPUPOBAIUCH 37T0KAYECTBEHHBIC
ONyXOIH, KOTOphlE MOTYT MPUBOAMTH K YIPOXKAIOMIEMY JKH3HM BHYTPHODIOLIHOMY
KpPOBOTEYEHHIO (cM. paszaen 4.4.);

- 000CTpeHHEe XPOHMYECKMX BOCHAIUTENBHBIX 3a0oseBaHuil KumeuHuka (6onesnb Kpowa,
S3BEHHBIM KOJIUT; CM. pazaen 4.4).

Wudopmanus o Apyrux Cepbe3HbIX HEXeTaTeNbHbIX PeaKIUiX, TAKAX KaK paK MIEHKH MaTKH WITH

paK MOJIOYHO#H JXeJie3bl, Ipe/ICTaBIeHa B pazaene 4.4.

Bzaumooeiicmsue

«IIpopBIBHBIE» KPOBOTEUEHHS H/HIH HEI)(HEKTUBHOCTD KOHTPALEHIHH MOTYT OBbITh CIIECTBHEM

B3aMMOJICHCTBHS JPYIUX JIEKAPCTBEHHBIX CPEACTB (MHIYKTOPOB «IIE€YEHOYHBIX)» (PEPMEHTOB) C

KOK (cmM. pa3nen 4.5).

Coo0uieHue 0 Moao3peBaeMEbIX HEXeIaTEIbHBIX PEaKIUIX

BaxxHo co00mares O IMOJ03pEeBaeMBIX HEXEIATENIbHBIX PpEeaKUMAX II0CI€ PEruCTpalHu
JIEKAPCTBEHHOTO Tpenapara ¢ LeNblo 00eCreYeHns: HelpepbIBHOTO MOHUTOPHUHIA COOTHOLIEHHS
«TOJb3a — PHCK» JIEKQpCTBEHHOTO mpemapara. MeIUIUMHCKUM pabOTHHKAM DPEKOMEHIYEeTCs
co00mIaTk 0 JIOOBIX MOA03PEBAEMBIX HEXENATENbHBIX PEAKIHSX JIeKapCTBEHHOT O IIPerapaTa yepe3
HAIlHOHAJIBHYIO CHCTEMY COOOIIEHHS O He)XEeTaTeIbHBIX PeaKIHsX:

PecriyOnukanckoe  yHuTapHOoe mnpeanpustiHe «lleHTp oSkcnmepTH3 M HCHBITAHHH B
3PaBOOXPaHEHUH )

Anpec: 220037 r. Munck, nep. ToBapumeckuit 2a

Otnen papmakonanzopa

Tenedon: +375 17 242-00-29

DnexkTpoHHas noyra: repl@rceth.by

Wureprer-caift: https://rceth.by

4.9. llepeno3npoBka

JlaHHBIE O CEephe3HOM TOKCHYECKOM IEWCTBHM Mpenapara IpH [Epefo3UPOBKE OTCYTCTBYIOT.
CUMITOMBI

MoryT HaGIIOAATECS CIIEAYIONIME CHMIITOMBI: TOIIHOTA, PBOTa U HE3HAYMTENILHBIE KPOBSIHHUCTHIE

BBIZICJICHUA W3 BJIaraJIvIIa, 0COOEHHO Y MOJIOJBIX ACBYIICK.
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HO PB

-marnNBAMHO
coriiAactu i

[

Jleuenue | rioweas
\ .
CrenuHYecKoro aHTHAOTA HET; MPOBOAST CHMITOMATHYECKYIO Tepamuio. B peikux ciy4dasx

MOXeT OBITh HEOOXOIMM KOHTPOJb IOKa3aTeNeld BOXHO-3IEKTPONMTHOro Gananca W (yHKIHH

INCYCHH.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOHCTBA

dapmakoTepaneBTHyeckas rpymma: [lonoBble TOPMOHBI M MOIYJIATOPbI IOJIOBOH CHCTEMBI;
rOpPMOHAIBHBIE KOHTPALENTHBBI CHCTEMHOTO JISHCTBHS; TeCTareHbI H 3CTPOreHbl, (QMKCHPOBaHHbIE
KOMOHHAIHH.

Kon ATX: GO3AALIS.

[Ipenapar Benapa — KOMOMHHPOBAHHBIH MEPOPATHHBIH HHU3KOJ03MPOBAHHBIM KOHTpALEITHBHBIA
npernapar.

MexaHu3M J1eldCcTBHS

KonTpanentuBHbii 3G ¢ekT KOMOMHAIMH XJIOPMAJWHOH + ITHHHIACTPAZMOJ OCYIIECTBIISAETCS
HIOCPEICTBOM B3aMMOOMOIHSIOMIUX MEXaHU3MOB: MOJABJIEHUE OBYJIALIMH, OBBIIICHHE BA3KOCTH
CeKpeTa IIeHKH MaTKé (B pe3yjIbTaTe 4Yero 3aTpy/aHSEeTCs MPOXOXKIECHHE CIIEPMAaTO30H/I0B Yepe3
IEPBUKAIBHBIA KaHal), Npoiudepalud ©H CEKPETOPHOH TpaHCOpMALMK  SHIOMETPHS
(MpenATCTBYIOIMUX UMILIAHTALUU OTUIOA0TBOPEHHOM AHIIEKIIETKH).

Bxopsmuii B cOCTaB mpemapara IMpOrecTareH, XJIOPMaIdHOH, 00JiafaeT aHTHaHIPOTEHHBIMH
cBoiicTBamu. Ero neiicTBHE OCHOBAaHO HA CIIOCOOHOCTH 3aMelIaTh aHAPOTeHbI Ha Crelu(HYECKUX
peuenTopax, npeaoTBparmas u ocnabdmsis 3G ekt SHAOreHHBIX U 3K30T€HHBIX aHIPOr€HOB.

[Ipu npaBunsHOM npuMeHeHHH UHAEKC [lepns (mokaszaresns, OTpaXKaromUi 4acTOTy HACTYIUICHHS
GepemenHocTH y 100 XeHIIMH B TeYEeHHE rojia IPUMEHEHHs KOHTPAIIENTHBA) COCTaBIsIET MeHee |
(0,291-0,698, B 3aBHCHMOCTH OT TOr0, HACKOJBKO TINATEIBHO >EHINHHA COOMIONAET PEXUM
[pYeMa mpemnapara).

Kimmanueckas 3¢ heKTHBHOCTD

B xo1e KIMHUYECKHX UCCIIeI0BAHMM IPUMEHEHHs] KOMOUHALMH, cofiepKalieif 2 MI XJI0pMaiMHOHA
anerara 1 0,03 Mr sTHHHI3CTpaAMONA, B TEYEHHE MAKCUMYM 2 JIeT y 1655 »eHIuH Ha IPOTSHKEHUH
oosiee 22000 mukinoB 6bUT0 3aperucTpupoBano 12 6epemenHocteit. B 7 ciydasx 6pU10 0OTMEUEHO
BIIMSIHUE CIEQYIOMUX (PakTOpOB B MEPUOJ OIUIOJOTBOPEHHUS SHLEKIETKH: OIMOKM B IpHEME
npemnapara; COIMYTCTBYIOIIKE 3a00NieBaHMs, CONMPOBOXKAAOINKECS TOLIHOTOM HIIM PBOTOM; HIIH
OJTHOBPEMEHHOE MPHUMEHEHHE C JIEKaPCTBEHHBIMH MpenapaTaMH, C H3BECTHBIM CHHKAOIIHM

KOHTpaLENTHBHBIH 3} ekt nercTBueM.
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L,EOrNACOBAHO !
7453 -20 18 ]
KoauuectBo HNupexc Iepas 95%r
Tun npuMeHeHus OepeMeHHOCTEH JAOBepPHTEJIbHbIH
HHTEpBaJ

OOb1yHOE 12 0,698 [0,389; 1,183]
[pUMEHEHUE
Besymnpeunoe 5 0,291 [0,115; 0,650]
NpUMEHEHHE

B KIMHMYECKHX HCCIEN0BaHHUA OBUIO MOKa3aHO, YTO YK€ B IEPBOM IHKJIE MOC/E MPEKPAICHUs
npuema npernapara berapa BOcCTaHABIMBAIOTCS yCIIOBHS, 61aronpusTHbIE U 3a9aTHsL.

5.2. ®apMaKkoKHHETHYECKHE CBOHCTBA

Xnopmaounona ayemam (XMA)

Abcopbuus

[locte mpuema XMA 6BICTPO M TIPAKTHYECKH IIONHOCTBIO —BcachiBaercs. CHCTeMHas
6uonoctymHOocTh XMA BBICOKasi, IOCKOJIBKY OH HE IIO/IBEPracTcs NEPBUYHOMY METabOIH3My B
neuenr. MakcuMabHas KOHIEHTPAIUs B [U1a3Me KpPOBH JI0CTHraeTcs dyepe3 1-2 gaca.

PacnpeneneHue

Bonee 95% XMA cBsi3bIBaeTCs ¢ O€lKaMu IUIa3Mbl KPOBH, B OCHOBHOM ¢ anbOymuHOM. XMA He
CBS3BIBACTCS C TJIOOYJIMHOM, CBS3BIBAIOIIUM IOJIOBBIE TOPMOHBI, HJH C [JIOOYJIMHOM,
CBSA3BIBAIONIUM KOPTH30/I. XMA HakalIMBaeTCs IPEMMYINECTBEHHO B XKUPOBOH TKaHH.

BuoTtpanchopMmanus

Pa3nuuHble MPOIECCHl BOCCTAHOBJICHHS, OKHCIEHHMsS M CBS3bIBAHHSA C TIOKYPOHHIAMH H
cyabbaTaMH MPUBOAAT K 0GPa30BaHMIO MHOXKECTBA MeTabomuTOB. OCHOBHBIMH METabOIHTaMU B
mia3Me KpoBH ABJsIOTCS 3anbda- u 36era-ruapokcu-XMA ¢ MepuoIOM IIOJTYBBIBEICHHS,
CYIIECTBEHHO HE OTIMYAIOIIAMCS OT HeMeTabonmu3upoBaHHOro XMA. 3-THAPOKCH-METabOMUTEL
MMEIOT AHTHAHIPOTEHHYKO aKTHBHOCTB, CXOXYIO C aKTHBHOCTBIO camoro XMA. B moue
MeTaboUTBl ColepkaTci B OCHOBHOM B ¢opme KonbioratoB. Ilocie ¢epMeHTaTHBHOIO
pacIIerIeHHs OCHOBHBIM MeTabOIMTOM CTaHOBHUTCS 2anbda-ruapokcu-XMA, Takoke oOpasyiorces
3-THAPOKCH-META00IATHI H AUTHAPOKCHMETA0O0UTHL.

DIUMHHALUS

Cpenuuii mepuos nomysbiBeieHnss XMA U3 11a3Mbl KPOBH COCTABIIAET IIPUMEPHO 34 yaca nocne
OJIHOKPATHOTO TpHeMa K 0K0JI0 36—39 4acoB mociie MHOTOKpaTHOro npumMenenus. [Tocie npuema
BHYTph XMA H ero MeTabOJMTHl BBIBOAATCS NPHOJM3HTENHHO B PaBHBIX KOJIMYECTBAX, Kak
MOYKaMH, TaK U 4epe3 KUIICYHHK.

Omununscmpaouon (33)

Abcopbuus
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DD O6BICTPO W TPAKTHYECKH MOJHOCTBIO BCACHIBACTCA MOCIE nipuemMd BHYTPb, noCmi*aa
MaKCHMAJIbHOM KOHIIGHTpAllM{ B IUla3Me KpoBH depe3 1,5 waca. BceieacTBue IpecHCTEMHOIO
CBA3BIBAHMS ¥ META00IM3MA B [IEYeHH abCOITIOTHAS GHOIOCTYTHOCTB COCTABIIAET UMb 0K0I0 40%,
TOKa3bIBas CHIILHYIO HHIMBHIYIbHYIO BapHabenbHOCTh (20—65%).

Pacopenenenue

meromuecs B JIATEPAType CBEICHHS O KOHLIEHTpaluH OO B IUIa3Me KPOBU CHIBHO BapbHPYIOT.
Oxono 98% DD cBsa3piBaeTcsl ¢ OenkamMu IUIa3Mbl KPOBH, MPAKTHYECKH HCKIIOYUTENBHO C
ATb0yMHHOM.

BuoTrpaucdopMmarus

Kak u ecrecTBeHHBIE 3CTpOreHBl, DD OHOTpaHCHOpMHpYyeTCs uepe3 T'MAPOKCHIMPOBAHHE
apoMaTHYecKoro Kojbla (mocpeacTsoM cucteMbl muToxpoma P450). OcHOBHBIM MeTaboIHTOM
ABJIAETCS 2-THAPOKCH-DD, KOTOPBIH TpaHCHOPMHUPYETCS 10 APYTHX METa0O0IMTOB U KOHBIOTaTOB.
DD moBepraeTcs MPECHCTEMHOMY CBSI3BIBAHHIO KaK B CITM3UCTOH 000/109Ke TOHKOIO KUINEYHHKA,
TaK ¥ B Ie4eHH. B Moue ompenenstoTcsi B OCHOBHOM IUTFOKYPOHH/IBL, @ B JKEITYH U IJIa3Me KPOBH —
cyabdarsbl.

DIMMUHALAS

Cpenuuil nepuoj IOMyBbIBeAeHH DD W3 IUIa3Mbl KPOBH COCTaBIsileT MpHOIM3uTENnpHO 12-14
4acoB. DD BBIBOJUTCS MOYKAMH M YEPE3 KUIIEYHHK B COOTHOIIEHUH 2:3. D3-cynbdar, BbIBOAUMbIHA
C JKETYBIO MMOCJIE THUAPOJIN3a KHIIEYHBIMH OaKTEPHSIMH, [OJBEPraercs KHIIECYHO-NEUYEHOYHOU
HUPKY JISIAH.

5.3. /laHHbIe JOKJIHHHYECKOH 0€30MaCHOCTH

DcTporeHsl 00J1a1al0T HU3KOM OCTPOi TOKCHYHOCTHIO. BesieIcTBHE BBIPDAXKEHHBIX Pa3IHYMi MEXKTY
BHU/IAMH SKCIIEPUMEHTAIIBHBIX dKUBOTHBIX, @ TAKXKE Pa3IN4YUi, CyIIECTBYIOLIMX MEX/Y KHBOTHBIMH
¥ 4YEJIOBEKOM, pe3yJIbTaThl MCCIIEJOBAHHN SCTPOr€HOB HA JKUBOTHBIX HMMEIOT OrPaHHYECHHYIO
IPOTHOCTHYECKYIO LIEHHOCTh Ul YEJI0BEKA. DTHHUIICTPAIUOJ, CHHTETHYECKUH 3CTPOreH, 4acTo
UCIIOJIb3YEMBIH B MEPOPaTbHBIX KOHTpanentuBax. JlaboparopHele MccleloBaHUs Ha JKHBOTHBIX
MIOKAa3aJIi, YTO Jake B OTHOCHTEIHHO HU3KHX JI03aX OH 00J1a1aeT SMOpHOIETAIbHBIM ACHCTBHEM; Y
IIPUILIOAA MY>KCKOTO I0J1a HaOII0JalTiCh AaHOMAJIMU Pa3BUTHUSI OPraHOB MOYEINIOJIOBOH CHCTEMBI H
npu3Haku GeMUHu3anuU. JTH 3 (HeKThl pacCMaTpHBAIOTCS KaK BUAOCIEHUPHUECKUE.

Beuto mokaszano, 4ro XnopmMaauHOHa anerar obnagaeT SMOpHUONETATbHBIM [JEHCTBHEM IIPH
BBEJICHUH KPOJIMKaAM, KpbIcaM U Mblmam. Takke HabmoJalioch TepaTOreHHOE AEHCTBHE Y KPOJIMKOB
NpH BBEJAECHHH SMOPUOTOKCHYHBIX 103 M Y MBIIEH NpPH CaMbIX HHU3KHMX HCCIEIYEMBIX 033X
(1 Mr/kr/nens). 3HaUUMOCTB ITOJTyYE€HHBIX JaHHBIX B OTHOIIEHWH IIPUMEHEHHUS NIpernapaTa y JIFoAeH

HE€ YCTAaHOBJICHA.
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B xone CTaHJAPTHBIX NOKITHHHYICCKHUX HCCIIeIOBAaHU I GCBOHHCHOCTH, HU3y4aBIIUX XPOHHYCCKYIO
TOKCHUYHOCTh, TCHOTOKCHYHOCTH U OHKOTI'€HHBIM IMOTEHIIHA npenapara, He OBLIO BBISIBJIEHO 0COOBIX
PHCKOB I 4YCJIOBEKA, 32 HMCKIIOYEHHEM TEX, YTO y)X€ OIHMCaHbl B APYrHX pa3fciax oOme#

XapaKTCpUCTUKH JICKapCTBEHHOT'O IIpeIiapara.

6. PAPMAIIEBTHYECKHE CBOMCTBA
6.1. Ilepeuyens BcmoMoraTe/IbHbIX BEIEeCTB

Snpo TabneTku

Marnus creapat
[ToBumon K30
Kpaxman kyKypy3HbIi
JlakT03BI MOHOTHpAT

CocTaB IeHOYHOM 000JI0YKH

Kpacurens xene3a okcua kpacuslii (E172)

[TponuneHrimukons

Maxkporon 6000

Tanbk

Turana quoxcun (E171)

JlakT03BI MOHOTHAPAT

['unpomennosa

6.2. Cpok rogHocTH (CpOK XpaHeHHs)

3 roga

6.3. Oco0Oble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHHH

Xpauuts npu Temmnepatype He Boie 25 °C.

6.4. YcioBus 0TIyCKa U3 anTeK

ITo peuenty.

6.5. XapakTep u coepxaHue NEPBHYHOH YIIAKOBKH

[To 21 tabnerke B OnmcTep M3 moMMBHHHIXIOpHAa/moymBHHWIMAeHXIOpUuAa ([IBX/TIBAX) u
amoMuHueBor ¢onbru. [lo 1 wimm 3 OGmuctepa BMecTe ¢ JIMCTKOM-BKJIABIINEM MOMEMIAIOT B
KapTOHHYIO Ma4Ky.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TMPH  YHHYTOKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 NpenapaTa Hid 0TX0/10B, OJTy4eHHBIX M0C/1e IPUMEeHEeHHs JIeKapCTBEHHOI0
npenapara, ¥ Apyrue MaHHIYJISIHH ¢ MPenapaTomM

Bech ocraBmuiics 1eKapcTBEHHBIH MpenapaT U OTXO/bI CIEAYEeT YHHYTOXHMTE B YCTaHOBJICHHOM

MOpPSAAKE.
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7. IEP’)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMA
Benrpus

OAO «I'eneon Puxrepy,

1103 Bynanemr, yu. Jiémpén, 19-21,

Tenedon: +36-1-431-4000

DnexkTponHsIi aapec: drugsafety@richter.hu

7.1. llpeacTaBuTEb AepKATe/I PErHCTPALIHOHHOIO YA0CTOBEPEHHS
[TpencraButensctBo OAO «I'eneon Puxtep» B Pecmybmuke benapych
Anpec: 220004 r. MuHck, np. [To6exuteneit, nom 5, oduc 505
Tenedon, dpaxc: +375 17 272-64-87

Tenedon, daxc: +375 17 215-25-21

DnextponHsi anapec: drugsafety.by@gedeonrichter.eu

cornes
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