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N=(000130)-(PT-RU) o1 11 09 2023 COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 07.09.2023 N= 17383
(NOCNENOBATENBLHOCTb 0003)

OBLIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPETNTIAPATA

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O

2. KAYECTBEHHBIA H KOJTHYECTBEHHBI
JleHcTRYIOIIME BEILECTBA: 1€30T€CTPE H ATHHHIIACTPAIHOI.
Kaxnas tabnerka conepxut 150 Mkr nesorectpena v 30 MKI THHHIICTpAAHOA.
BcriomoraTenbHble BELIECTBA, HAJIMYHE KOTOPHIX HAJA0 YYHTBIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJakTo3bl MOHOrHApat (cM. pasaen 4.3.).

[TonHblit nepeyeHb BCIIOMOraTe/IbHbIX BELIECTB MPHBEACH B paszene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabusieTku, NOKPLITLIE MIEHOYHOH 000104KOIH.
Kpyribie JBOSKOBBIMYyK/Ible TaGIeTKH, MOKPHITHIE MIEHOYHOH 060m0uKoil, 6e10r0 HiIH MOYTH

Gestoro usera, ¢ MapkupoBkoi «P8» Ha oxHoit cropoHe H «RG» Ha apyroii.

4. KIMHUYECKHE JAHHBIE
4.1. lToka3aHUA K NPHMEHEHHIO
[TepopaibHas KOHTpALICMLKA.
4.2, Pe:XxuM J103MPOBaHHUA H cnocol npUMeHeHHs
PexuM 103UpoBaHus
Ipenapar Perynon cieayer npuHuMath 10 1 TaGieTke B CYTKHM HEMPEPBLIBHO B Te4eHHE 21 aHs
10 MOPAAKY, YKa3aHHOMY Ha YIIaKOBKe, IPHMEPHO B OJIHO H TO XK€ BpeMs, 3anuBas HeGOIbILHM
KOJIM4eCTBOM BOBL. IIpuem TabaeTok U3 Clieayiomel YIaKoBKH HaUHHACTCA MOoc/e 7-AHEBHOIO
TepepeiBa, BO BpeMs KOTOPOro OOBIMHO Pa3BHBACTCA MEHCTPYalbHOMNOAOOHOE KPOBOTEHYEHHE
(KpoBOTEUEHHE «OTMEHBI»). Kak NpaBHIO, OHO HAYMHAETCA Ha 2-3 [eHb MOCiIe MpHeMa
nocieaHeil TaGneTKN 1 MOXKET He 3aKOHYHTBLCA 10 Havasa nmpueMa TabeTok U3 HOBO# yaKOBKH.
[Mpuem TabneTOK W3 HOBOH YNMAKOBKM CElyeT HayMHaTh B OJHH H TOT K€ JICHb HEICIH,
COOTBETCTBEHHO KPOBOTEYEHHE «OTMEHbI» OyIeT Ka@/bli MeCsll MPHUMEPHO B OIHO H TO XKe
BpeMs.
Kak nauuname npuem npenapama Pezynon
Ecau 20pmoHanbHble KOHMPAYENMuebl He NPUMEHANUCH 8 MEeYeHUue NOCcI1eoHe20 Mecaya
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Ilpuem TabneTok AOIDKEH HAYHHATHCA B | JeHs MeHWMME%EW&MMm

MEHCTPY&JIBHOTO KPOBOTEUEHHA). MOXHO HAUMHATSL IPHEM npenapara Ha 2—S5 AeHb LKKNA, HO B

TAKOM Clydae CNEAyeT KCIONBIOBAThL AOMONHHTENbHEIA (GapbepHblif) METOA KOHTpALIENIMUH B

TeUeHHe Nepehlx 7 AHelt npuema TabneTok B MEPBOM IHKIIE. COTJACOBAHO

MHWHHCTEPCTBOM 3AFPABOOXPAHEHUA
IIpu nepexcde ¢ Opyaux KOMOUNUPOBAHNLIX 20PMOHARBHLIX KOHMPAYERMUBABIKAPERUPEMOE
1Ipuxas MuHUCTEPCTER JAPABOOXPAHEHIH

(KOMOUHUDOBARKBIX NEPOPANLHLIX KOHMpayenmucHbix npenapdmos (ROKI ™ gudtitiibnozo |

KORLYA UAU MDAHCOEDMANBHO20 NRACMBIDA)

[IpeanouTHTeNbHES HAYRHATH MpHEM TpenapaTa PeryloH Ha cneaylouwuit feHb [ocIe npreMa
nocieauei TabneTke panee mpumensemoro KOK, cozmepxameili ropMoHBIL, HO HE MO3ZHEE
creayomero xus nocie ofsruoro 7-aresHoro nepepaisa (A KOK, conepxamux 21 tabrerxy)
HIIM MOCAe npHema nocrepHedt He conepxkamedt ropmoros Tabnerxn (ana KOK, B ymaxoke
KOTOpHIX 28 Tabnerok). [Tpuem npenapara cAEAyeT HAYMHATh B ACHb YAANRCHHA BArHHAIBHONO
KONbLIA HIH MIACTEIPS, HO HE MO3JHee OHA, KOrAa ROMKHO OBITH BBEAECHO HOROE KOJBLO HIH
HAKICEH HOBHIA IUIACTEIph, HM B KOEM Ciydae HE CJIeAYeT MNpEBHIATh PEKOMEHAYCMEIH
6e3ropMOHANBHEIR HHTEPBAN NPEIBIAYIIENO METOA2 KOHTPAICITIKH,

Iepexod c npenapamos, coOepiCAyUX MOALKO NPOECMAZER  («MUNU-RUAUY, UNBLEKYUY,
UMNIGHMAM), WhU C npozecmazen-guiceoboacoaroueli sxympumamounos cucmemst (BMC)

¥ eHIMHE, NPYHUMAOIAT «MHHK-TTWIHN», MOXeT NMepeliTH Ha NpHeM upenapara PerymoH B
mo6oit AeHp; MpUMeHsIOmas HMIUIaHTaT MM BMC — B JeHB X yAaleHHd; NPHMEHAICMAL
TMpenapaT B BUAS MHBEKIM — B IeHB, Kor/a fo/bkHa OLITh caenada CNEAYomas HHbEKLHUA. Bo
BCEX CIIy4afX B TEYEHHME IepBHIX 7 OHeH mpueMa npenaparta PerynoH clielyeT MCHONB30BATh
AONOMHHUTENbHEIE 6apbepHbIC METOABl KOHTPAlELIHH.

Iocne abopma, 8 mom wucne U Camonpou3goaAbHO20, € REPEOM MPUMecmpe bepemennocmu

Y eHIIMAA MOKET HAUMHATH IPHEM NIPErapaTa HEMEIEHHO, B 3ToM ciryuae HET HEOOXOAMMOCTH
HCIIONB30BATh KakHe-/n00 JOMOIHHTENBHEIC METOJE KOHTPALICIIHH.

Hocne podos unu npepuisanus Gepemenrocmu (€ moM ucne CaAMONPOU3BONBHO20) 80 GMOPOM
mpumecmpe bepemerrocmy

Jna xopMsmpX Marepei cM. paszen 4.6.

IIp¥ OTCYTCTBMM WIH NpPEeKpALICRHH TIPYAHOrO BCKAPMIIMBARKA CIENYeT HauWHaTh MpHCM
npenapata He paHee 21-28 jmi mocae POXOB MM NpPephIBaHMA GEPEMEHHOCTH BO BTOPOM
tpumectpe. [IpH Hauane nmpueMa npenapata B Gofee MO3AHUE CPOKH CIEAYET B TCUCHHE NIEPRBIX
7 mHel mpHema fpemapaTa PerynioH [ONOJHHTENBHO HCIIONB30BaTh OapbepHEIC METOME!
KOHTpaumenuuu. B mofGoM cinydae, €CcIM y JXEHIIMHB ITOCHE PONOB HIM RPEPHIBAHHA
GepeMenHocTd 1o Havana npuema KOK yxe ObUTH nOI0BBIE KOHTAKThL, TO CIEAYET HCKIIOUHTH

GepeMEHHOCTh [0 HAuama IpHeMa TpeNaparta MIM HOXIATECA MEpBOd MeHCTpyauuu. IIpn
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BO30GHOBNERHH NPHMEHEHHS mnpenapara Perynor H@WWQEEMHHG

MOBHIIIGHHE pHCKa pasBHTHR BeHo3HOH TpomGoamGonuu (BT3) B mocneponosom nepuoge (CM.
pazgen 4.4.).

COI'JJACOBAHO

Kax nocmynamb & CRyRae RPoRycKa ouepecHo. MUHUCTEPCTEOM SIPABOOXPAHEHHMA
Y Yy PORYC: P 20 npuema npenapamg PECHYEJTHKK BEJAPYCh

Eciti nipueM ouepezHoit TaGneTkH saaepan Menee ueM Ha 12 uacon] HEHERNRIE RoHtnBIisHipe
HE CHIDKAeTCK. JXeHUIUHE CNIEAyeT NPHHATH TableTKy, Kak TONbKO OHa 06 STOM BCUOMHHIG, &

nocneayomue TabeTku RPUHUMATS B 0OLIYHOE BpeMA.

Ecnu ipieM ouepennoi TabneTku 3agepikaH Gonee yeM Ha 12 4acoB, HAAEKHOCTD KOHTPALIENIIHH
MoxeT GbiTh CHIkeHA. B TOM Ciiydae cieayeT pYKOBOIUCTBOBATHCA CRCAYIOLIMMH IBYMS
OpaBHIAMH:

1. TIpuem TaGneTOK HUKOTAA HEAL3A pephiBaThk Gonee, yeM Ha 7 AHEH.

2. JIns aneKBATHOTO MORABIEHHA FHIOTANAMO-THIIOMH3APHO-TUYHUKOBOH CHCTEMEL HeOGXONIMO
npuHHMaTh TabneTkr 7 AHeH noxpAA.

LIuxn mpueMa IpemapaTa COCTaBAAeT 3 HENENH, B Clydae NPONYCKa NpHEMa NpenapaTa HyXHO
cobmonaTs cienyiomue peKoOMeRIaHH:

*» Heoenn 1

JKenmpmue ceyeT NpHHATS POITYIIEHHYI0 TABNETKY, KAK TOJIBKC OHa 06 3TOM BCIIOMHHIIA, NBKe
ec/IM 3TO O3HAYaeT mpHeM 2-x TaGIeTok OAHOBPEMEHHO, 3aTeM CIEAYET NPOMOILKHTD NPHEM 10
06srqHOE cxeMe. JIOMONHATENBHO CIEHYeT HCIOAB30RaTh MeTol GaphepHOH KOHTpaUenmu,
HATpHMEP, MPE3EPBATHB, B T€YCHHe clieayomux 7 nueit. Ecan y xeHuMHE O5uIH ceKCyanbHbIC
KOHTAKTBI B TEUCHKE NPEUIECTBYIOMNX 7 AHEH, CISAYET YUHTHIBATE BO3MOKHOCTb HACTYTUICHHA
GepemennocTH. Yenm GonbIie TabaeTOK NPOMYILEHO K YeM GITKe K IIEpePHIBY B IpHeMe TalIeTOK,
TEM BRIIIE pHCK GEpEMEHHOCTH.

* Heoenn 2

YKeHuHE ceayeT NPHHATS IPOMYIIEHHYIO TalneTKy, Kak TONLKO OHa 00 3TOM BCIIOMHHIIA, NAXe
€CJIM TO 03HAWAET IpHEM 2-X TAGNETOK ONHOBPEMEHHRO. 3aTeM CleAyeT NPOJIOJIRHTE [IPHEM 10
o6bruHON cxeMe. TTpH YCIIOBHH, YTO JKEHIIMHA MPHHAMANA TAGIETKH TPABHIBHO B TeYeHHE 7
IHeif, peMIIeCcTBYIOMKX MePRoil nponyleHHOH TabneTke, HET HEOOXOMMMOCTH HCIOMBE30BATS
JOTIONHHUTEIBHEE (HErOPMOHAIBHRIE) METONB! KOHTpAlENMK. B IPOTHBHOM Clydac WM B
clydgae, €CIM JKEHIIMHA Npomycrwia Gomsime 49eM 1 TabneTky, CIEMYeT HCTONL3OBATE
HOTIONHHUTENBHEIE METOAB! KOHTpaLENIUK B TEUEHHE CACTYIOWHEX 7 nHel.

* Heodenn 3

HanexHOCTh KOHTpAIENMY MOXeT ObITh CHIKEHa M3-32 MOCIEeAyIOero NepephiBa B IIPHEME
npenapaTa. JTOTO MOXKHO H3GeKaTh, KOPPEKTHpYA CXeMy [Opuema nperapata. Ecma

BOCIIONB30BATECS MIOBOH M3 JBYX HIBKECHELYIOLIMX CXeM, HET HeOOXOTMMOCTH HCIIONB3OBATH
3
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AOMOMHNTEARHBIE MEPE! KOHTpanEenUuH OpH MOBHH(”QGWJW qggﬂl’rm

MpaBRIBHO B TEYCHHE 7 AHeH, MpeMmecTBYIOMMX NepBoi nponymexno Tabnetke, B mpoTHEHOM

cydae CleXyeT NMPUACPHKUBATECA NEPBOH K3 YRA3aHHBIX HHXE peKoMe

COTJTACOBAHO

MHUHHUCTEPCTBOM 3JIPABOOXPAHEHM;
PECITYEJIHKH BEJIAPYCh

1. XKenmuHe creayeT NPHHATS MPONYIIEHHYIO TAGNETKY, KaK TOMLKO OHHrOGIFIMBEROMEMABg0xpaner
Pecnybnnxn Beaapycs

A&Ke eCITH 3TO 03HaYAeT pHeM 2-x TabneToK OHOBpEMEHHO. 3aTeM ClieZIYET POJOIIKHTE IPACM

AQNOJHKETCIBHBIE MEPRI KOHTPALIGIILIHK B TEHCHHE ITOCTIEAYIOITHX T nue

no oburyHo# cxeme. HoByio ynaxkosxy cineayer HaUHHATh, KAK TONBKO 3aKAHYMBACTCA TEKyINat
YIIGKOBKA, T.€. HE CIEAYyeT JenaTh NepephiB MeXAY YNaKOBKaMK. BEpOATHOCTh BOIHMKHOBEHUS
«KpOBOTEUEHUA OTMEHBD» JO OKOHYAHHA BTOPOH YNAKOBKM HEBENHMKA, HO B HCKOTOPBIX CydadX
MOTYT BO3HHK&ThH «MAXYLIHE» HAK O0HIbHEIE KPOBAHHMCTHIC BBIICNERUS €U1E BC BPEMA MPHEMa
npemapara.

2. XeHuMHE MOXHO PEKOMEHIOBaTh NPEKPATUTL IPHEM I[PENmapaTa M3 TEKYIUSH YIAKOBKH,
CHETAaTh NEpPEPHB B MpueMe NpenapaTa PerylaoH NMPOJOKMTENBHOCTHIO He Oonee 7 mued,
BKJIOYAs JHM, KOTZa OHa 3a0bUra npuHATL TAONETKH, a 3aTeM HAYMHATL HOBYIO YIIaKOBKY.

[pr mpornycke NpueMa NpenapaTa M NMOCNERYIOIUEM OTCYTCTBHM (KPOBOTEHCHWA OTMEHEL) B
SmuxaliieM nepepsiBe B npreMe TabneTok ClNeAyeT YYHTHEATE BO3MOXHOCTH BOSHHKHOBCHHA
6epeMeHHOCTH.

Peromenoayuu 6 ciyuae 803HUKHOBEHUR JCETYOOHHO-KUUEHHbIX pacCcmpoticms

B cirydae THKEIBIX XETYAOYHO-KUIIEYHAX PACCTPOHCTS BCACKIBAHHE MOMET OBITH HETIONHEIM,
TI03TOMY CNEAyeT NPHHATh LOLOHMTENbHLIE Mephl KOHTpauenuuu, Ecin pBoTa BOIHUKAET B
TedeHHe 3-4 wacoB MOCHE NpHema mpenapata, CHEAYET BOCIONb30BATLCA PEKOMEHIALHAMH,
KAcAIOUIMMUCS IPONYCcKa OYePEAHOTO IpHeMa Mpernapata, EC/H jKeHIMHa He XOUET MCHATDH CBOIO
06BIUHYIO CXeMY IpHeMa, TO OHA NO/UKHA NPHHATE JONOIHUTENbHO TabneTKy (win Tabnerkn) 3
ApYTOK YIIaKOBKH.

Kax usmenums Cpox HACMYNAEHUR MEHCMPYANbHORO006H020 KPOsOMeUeHUA

Tnst Toro 4ToGEI OTCPOYMTE MEHCTPYAIbHONOA06H0E KPOBOTEUEHHUE, CICAYET IPOAOIIKATE IPHEM
TabneTok M3 Apyrodf ynaxoBK® npemapata Perynon 6e3 OOHYHOrO mepepuiBa B IIpHEMES.
OTCpPOYMTE MEHCTPYANBHONONOGHOE KPOBOTEHEHHE MOKHO Ha Jo0oi CpoK O OKOHYAHHA
TaG/IeTOK M3 BTOPOH YNaKOBKH. B 2TOT NepHOJ Y KEHIMUHB! MOTYT BOSHUKATE (MAXYIIHE» HIH
OGMIEHBIE KPOBAHMCTHIE BblAENEHMs. IIpHeM mpermapaTa 10 OORMHOE cxeme cueayer
B0306HOBHTH IOCHE 7-THEBHOIO MHTEPBANA B IPHEME.

Jlns TOro 4ToObl CMECTHTH A€HhL Hadala MEHCTPYalkHOMOZOGHOre KpOBOTEUECHHS HA APYTOH
TIeHb, MOXHO COKPATHTE OOGLIYHEIN NepephiB B MpHEMe TabMETOK Ha CTONBLKO HHEH, HA CKOJBKO
HeoOxomuMo. YeM Kopode mepepslB, TEM Bhlle PHCK OTCYTCTBHS MCHCTpPYalIbHOIOAOGHOTrO

KPOBOTEUEHHA B MEPEPbIBE M BO3HUKHOBEHHS OOMIBHEIX WIM (MAXKYLIMX» KPOBAHHCTHIX
4
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BHLOCIEHHH BO BpeMa npHeMa TaGlneToX M3 BIPpOH yﬂ%ﬂﬁﬂ&%l@%%@%om

HaCTYIUICHHA MEHCTPYANBHONOAO0HOO KPOBOTEUCHHS),
ety COTJACOBAHO

MHHHCTEPCTBOM 3IPABOOXPAHEHHS
BezonacHoCTh M 3¢ (eKTHBHOCT: NpUMEHEHNs KOMOKMHAUNK Hesoreqrpen +FSRIHBERERWONLY

JEBOYEK-ITOAPOCTKOR B Bo3pacTe A0 18 jieT He yCTaHOBIIEHE! B CBA3K O
OaHHEIX. [IpHMeHeHue npenapara PerylIor B Bospacte A0 18 T npoTHBOMOKA3AHO.

nocof npuMenenus
Jna npuema BHyTph. [Ipenapat PerynoR MOHO NPUHEMMATE HE3EABUCHMO OT NpHEMa ITHILK.
4.3, IIpoTuBOnOKA3AHMSA
[IpuMeHenue npenapara Perynon, xak 1 apyrux KOK, npoTHBONOK&38HO [PH HanHyHu mo6oro
H3 HIDKenepeuHcleHHRIX 3a6oneBanmil/cocTOSHMI HITH GaKTOPOR PHCKA.
+ TMOepuYyBCTBHTENLHOCTE K NE30MECTPENy W/WIK STHHHISCTPAZHONY, WHIM K mobomy u3
BCIIOMOTATELHEIX BEIIECTR, IEPCIHCICHHBIX B pasaene 6.1,
* Berosgmit Tpom6o3 unu tpombosmGonuz (BTI), B ToM uucie Tpombos rybokux ser (TI'B),
tpomGoamboana nerournoit aprepru (TOJIA), B HacToALIEE BPEMA HITH B aHaMHese.
+ Aprepuanbusiii TpoMGo3 win TpoMbosmbomma (ATI), B ToM uHene HHApKT MHOKapna,
KHCY/IBT HIIH MPOAPOMANLHEIE COCTOAHMA (B TOM HHCIE TPAHIMTOpHAM HIeMHYecKas aTaka,
CTEHOKApAHWsA) B HACTOALIEE BpeMs HIH B aHAMHE3e,
+ BRIsABIEHEAS HACAEACTECHHAN UK NpuobpeTeHHad NpenpacnoaoxeHnocTs k BT wm ATO,
BKJTEOYAS PE3UCTEHTHOCTH K AKTHBUPOBAHROMY MpoTenHy C, THNEProMOUMCTEMHEMHIO, AeHUIINT
aruTpom6uHa III, nedpuunr nporensa C, neduuuT NpoTenHa S, aRTHGOCHONUIHARBIC AHTHTENA
(auTHTENA K KapAHONHITHHY, BOMYAHOYHEIH aHTHKOATYIAHT).
« Hamuune MHEOMKECTBEHHBIX (DAKTOPOB BHICOKOrO pHcka passuTHa BTO mwiu ATD (cMm. pasaen
4.4.) MM OLHOTO CEPBE3HOro QakTopa PHCKA, TAKOTO KaK:
- caxapHulit quaber ¢ auabeTnyeckolil AHTHONIATHEN,
- TSDKENAast AUCIHTIONPOTEHHEMHA,
- HEKOHTPONHPYeMas apTepHabHas THIepTen3us (apTepuansroe aasaenue 160/100 MM pr. ot 1
BBILLE),
« MurpeHs ¢ 04aroBoit HEBPOJIOTHUECKOM CHMITTOMATHKOR B aHaMHese.
+ OGIIMPHOE ONEPATHBHOE BMEMIATENBCTBO ¢ AMTHTEIbHOH HMMOOKIH3alHEH.
« [TaHKpEeATHT, COMPOBOMIAIOIMIACS BEIPAXXEHHOM IUIEPTPHUIVTHIECPHACMHEEH (B T.4. B aHAMHE3E).
» Taxensle 3ab0neBaHus NEYeHH (40 HOPMAIH3AUMH NMOKasaTenel QYHKUHMH NEYEHH), B T.4. B
aHaMHese.
+ Onyxonu nededy (R06poKauyecTBEHHBIC U 3TOKAYSCTBEHHEIE), B T.4. B aHAMHE3E.

+ TOPMOHO3ARHCHMEIE 3/I0KAYECTBEHHbIE HOROOGPA3OBAHMA IOJIOBRIX OPraHOB WIH MOJOYHOH
5
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EMe3k! (B T.4. NOLOIPEHHE HA HUX). (NOCNEOOBATENBHOCTL 0003)
* [umepnnasus 3HIOMETPHA.
* KpoBoTeueHue U3 NOJICBLIX NYTeit HEACHOH 3THOMOTHH, COTJIACOBAHO
MHHH
* BepeMeHHOCTE (B T.49. NpeATIoNaraemas), ?35332?{‘;5{; ‘;‘E&%’i‘é‘iﬂmm
Iipnras Muuucrepersa 3APARCOXPAHERHA
» [Tepuon rpyAHOr0 BCKaPMIMBAHHS. PecnyGaukn Beaapycs

» Bospact no 18 ner (B CBA3M C OTCYTCTBHEM JaHHBIX NO 3QdeKTHBHOCTH K 6€30MacHOCTH
NpHMEHEHHA KOMOHHALMH AE30TeCTPel + ITHHUAICTPALMON Y JEBOYEK-IOAPOCTKOR B BO3PACTE
Io 18 ner).

» COBMECTHOS MpPHMEHEHHE ¢ NPOTHBOBHPYCHHIMM [pENapaTaMH NpSMOro JeiCTBHY,
conepXanuMy oMOUTACBUD/IAPHTAIPEBUD/PHTOHABHD H KacabyBHp, a TaKkKe ¢ OpenaparaMy,
COLEPIKAIMMH TTICKAIpPEBUp/TUGpEHTaCBED KN co(ocOyBHp/BENIATACBUDP/BOKCHNANPEBHD (CM.
pasnen 4.5).

» HetiepeHOoCHMOCTE  NBKTO3H,  AeHUNT  JAKTA3bl, CHHAPOM [IIIOKO30-TaIaKTO3ROMH
MaIbabcopOuumy.

ITpy BO3HHKHOBEHMH MOBGOro U3 JaHHBIX 3a60/1eBaHNI/COCTOAHNI WiIH GAKTOPOB PHCKA Ha GOHE
NpUMEHEHUA KOHTPALEITHRA, MPHEM NPENapaTa ClICAyeT HeMEUIEHHO IPEeKPaTHTE.

4.4. Ocofnie yRa3aHna H MepPhl TPEAOCTOPOKXHOCTH NDH MPHMEHEHHH

C 0CTOPOKHOCTRIO

Ecnu kakue-nubo H3 cocToAHMIt/3a60meBaRui UK (AKTOPOB PKCKA, YKa3aHHBIX HHKE, HMEI0TCH
B HACTOSUIEE BPEMSA, CIEAYET NIPOBECTH TUIATENBHYIO OLEHKY 03KHAAEMOM IONb36! K BO3MOKHOMY
PHCKY NPAMEHEHUA npernaparta Perynon Ana KaxaoK JKeHITHMHE HHIHBHIYAIBHO H 06CYARTE 3TO
10 He4aJa [IpreMa [penapara:

- BO3pacT ctapime 35 JeT;

- KypeHue,;

- mammuMe TpomGosMGommueckux 3aloneBaHuii B ceMeHiHOM aHaMHe3e (BEHOSHBIA WK
apTepHaBEEii TpoMGo3/TpoMGoIMOOTHA WIH IPEAPACIIONOKEHHOCTE K TpoMb03aM y Koro-1u6o
3 GIHKaIIHX PONCTBEHHHKOB B Bo3pacTe MeHee 50 JeT);

- OXHPEHHE;

- DUCIHIOITPOTEHHEMHS,;

- KOHTPOJIMpYeMad apTepHAIbEAA THIIEPTCHINA;

- MHTpeHb 3 04aroBoit HEBPOIOTHYECKOH CHMIITOMATHKHY;

- KIIAaHHEIE [TOPOKM Cep/lla;

- pubpuIIANMA NPEACCPRRH;

- BAPHKO3HOE PACIIMPEHME BeH, IIOBEPXHOCTHEIH TpoMbodieGuT,

- [IOCNIEPOAOBOH IIEPHOX;
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- caxapHbiit guaber Ges cocyaneTsix Hapyurenuk; (NOCHIELOBATENBHOCTD 0003)

- CHCTCMHAA KpacHadA BOJIYAHEA,

= FEMOMHTHKO-YPEMHICCKHI] CHHAPOM; COTJACOBAHO
MHEHCTEPCTBOM 3PABCOXPAHEHMS
- XPOHHYECKHE BOCHEAHTE/bHBIE 3a0oneBaHma xHmedHuka (6onesHpPKPBHWIMNERIBEEN
puras Mukacrepersa 3APABOOXpAHERHHA
KOJTHT); Pecnybauxn Benapycn

- CEpIIOBHAHOKIETOYHAA AHEMHA,

- THTICPTPRIIIHIEPHAEMESA (B TOM GHCIE B CeMeifHOM aHaMueae);

- OCTpBI€ K XPOHMUECKHE 3a601eBAHMA [IEYEHH, B TOM JHCJIE BPOXK/ACHHbIE FKNEPOUNHpyOGHHEMUH.
Tlpu Hamuuuu mOOLIX U3 NEPEUMCIIEHHRIX HIDKE cocTosAHuit/ 3aGonepaHui/ (axropoB puUCKa
ClIEAYST POBECTH TUIATSIILHYIO OLEHKY 0XKHAAEMON NOIBIRI K BO3MOXXHOMY PHCKY OpHMEREHHS
npenapara Perynon 1/ kaxzol :KeHIKEB HHAHBHAYATRHO K 06CYIMTE 3TOT BONPOC RO HAYalR
IpreMa npenapata. B ciyqae oboctpennsa sabonebaHui, yXyALIeHH COCTOAHAL AIH [TOABACHHA
MEpPBEIX CHMOTOMOB COCTOfHMI/3a0onepanuit HIM (QAKTOPOB PHCKA IKCHINHHE CEXyeT
HeMeJIEHHO 06paTHThCA K Bpauy A/ PEIICHHA BOMpOCa O NPeKpaIleRHH NpHeMa npenapara.
Puck paseumun BTO u ATD

B xome 3MMAEMHONOTHYECKHMX WCCNEeNOBRHMK Oblla YCTAHOBNECHA CBA3L MEXKIY NpHMEHEHHEM
KOK 1 yBejIH4eHMEM PUCKA PA3BUTHA APTEPUANELHBIX ¥ BEHO3HbIX TpoMG0308 ¥ TpoMBosmbonui,
TaKHX Kak MH(ApKT MHuokapla, MECYIsT, TIB u TOJIA. Jarusie 3a6onesanis HaGmOAaOTCH
KpaiiHe penxo.

TIpumenerue moboro KOK cBA3aHO ¢ MOBRIMEHHBIM PUCKOM pa3sBuTHA BTO, npossnsioweiics
kak TI'B wumu TIJIA. HaubGonnmmit puck passutua BTO nHabmomaerca B mepsbiit rog
npuMereHus KOK. ITloBEIUIeHHMe pHCKa pasBHTHA 3TOTO OCHOXHeHHs Habmogaercs H NpH
Bo3o6HoBneHuK mpuMererks KOK nocne nepeprisa B 4 Henenu u Goree.

HexoTophle SMHUAEMHONOTHUECKEE HCCISIOBAHHS IOKAa3bIBAIOT, YTO JKEHIIHHEI, KOTOpHIE
nprHuMany  Hmskomosuposanuele KOK, copepxkammue TpeThe IIOKOJNECHHE MPOTECTareHoB,
BKJTIOYAs A€30TECTPEN, AMEIOT MOBBIICHHEN pHcK pa3sBHTHA BTO B CpaBHEHHM ¢ KEHUIMHAME,
MPUHEMAIOMEMY  JI€KApCTBEHHBIC IIpenapaTsl, COACpKallMe B KauecTBE MpPOTECTarcHa
JIEBOHOPrecTpeN, HOPreCTHMAT MM HOPITHCTEPOH. JTH HMCCICHOBAHMA NPOACMOHCTPHPOBATH
IPHMEPHO 2-KpaTHOe yBelnueHHe prucka paseuTis BTO. Yactora passurus BT3 B Teuenne roga
y sKeHIuE, npuaamatomux KOK, coxepxaniue fe3orectpen, COCTaBseT 0T 9 1o 12 cnyyace Ha
10000 >xeHmuy; y xewmuH, He npuMenstomux KOK, uacrora BTO cocrasnser 2 ciydas Ha
10000 xenmun. YactoTa pazsutna BTD npu npuMercand KOK Hike, YeM wacToTa pa3sBHTHA
BT?D Bo BpeMsa Gepemennoctr (1o 20 caydaes Ha 10000 sxeHIIMH) M OCIEPOAOBOM Neproze (0T
40 o 65 cayvacs Ha 10000 sxennms). BT3 MoxeT npHBecTH K JeTanbHOMY HCxony B 1-2%

CTydaes.
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Kpaitne peaxo ra done npuema KOK TtpoMGps aosnﬂ&?%ﬂ@ﬁ%%%@%@@ﬂé}m

(HanpuMep, B BEHaX M apTEPHAX NEYEHR, GpbDKEHKH, OUEK, NOMOBHONO MO3ra MIH CETUATKH

riasa). COTJIACOBAHO
MUHUCTEPCTBOM 3IPABOOXPAIHEHHA
Cumnromer BTO u ATO MOryT BroYaTs: BHe3anHas GONL H/HIKH OTeK HAKHGHIROREYHOCTY,

IIpnxas MEuucTepeTRa 3Pag0OXDAHEHHA

BHE3RMHAA MHTEHCMBHAs Gonb B rpyaM, ¢ Mppaguauieit B neByrd pyky R Ees: Bueskiinas

OABIIKA, BHE3AMHLIH Kallenb, HeoOBYHAN TSxeNad M JIMTeNLHas rojaopRas 6ok, BHE3AMHAA
YaCTHYHAS HIH TONHAd TNOTepS 3DPEHHA, OWIUIONMA, HapylIeHWe peur wmM  agasus,
rOJIOBOKPY:XEHHE, KOIJIATIC ¢ CYAOPOXHBIM NpHCTYNOM Hax 6e3, cnaboCcTh WM BHIpAXKEHHOE
OHEMEHMe, KOTOPHIE BHE3AHO NOABMAIOTCA HA OJAHOM CTOPOHE TeNa, JBHTATENbHBIE
PaccTpOHCTRA, «OCTPLIH KUBOT.

Puck paspaTusa BTD Bo3pacTaeT npH HATHYHH CIEAYIOMKX QAKTOPOB PHCKa:

- BO3pacT;

- oxxuperue (MMT Gonee uem 30 kr/m?);

- Ra/IHYHe B CeMeHHOM aHaMHE3¢ BEHOZHOTO HIIH apTepHanbHOTo TpoMmObo3a, iy TpoMboaMbonur
y 6paTses, cecrep KAy poaureneit B BospacTe meHee S0 neT (€CAM MpeAmonaraeTcd Haauyue
HACTCOCTBEHHOM  INpeApacrioNoxeHHOCTH, mneped Hauamom mnpuema KOK  cmexyer
NPOKOHCYIBTHPOBATHECA CO CHELHATHCTOM);

- IUINTENbRAT MMMOGHIM3ALHSA, CEpPhe3HOe ONEPATHBHOS BMEINATENBCTBO, Mobad onepauus Ha
HIDKHHMX KOHEYHOCTAX WIH B 06NacTH Tasa, HelpoXupypruueckasn onepams, obupHas TpasMa.
B atux caydasx cneayer npexpatdts npuem KOK (kax MHHEMYyM 38 4 HEAENH A0 IUIAHOBOIO
XMPYPrHYECKOr0 BMELIATENbCTBA) B BO3OGHOBHTL €ro TOJBKO 4epes 2 Heaeau Mocne IOHOro
BOCCTAHOBJIEHHS MOGHIIBHOCTH EHILHHEI;

- BpeMeHHax MMMOGHIH3aINs, BKIIOYas aBHANEPENET JIHTEIBHOCTRIO (onee 4 4acos, TaKke
aBngerca GaxropoM passutus BTD ocoferHo y KeHIHMH, HMEIOIINX IPYrHe QaKTophl pucKa.
Bonpoc 0 BO3MOXKHOI PONH BAPHKO3HOTO PacIIMpeHHs BeH M TpomGoduebura nOBEPXHOCTHBIX
BeH B pa3BuTHE BT octaercd ciopHEIM.

Puck paseeTua ATD BO3pacTaeT NpH HAMHYKH CIETYIOIEX HaKTOPOB PHOKa:

- BO3DACT;

- KypeHHe (PHCK YBeHYKBaeTCs B GONbLIeH CTEMEHHN Y XEHWHH cTapmme 35 net);

- AUCIINTIONIPOTEHHEMHS;

- oxupenne (MMT Gonee 30 xr/m?);

- apTepHaNbHas THIIEPTEH3MS;

- MHTPEHB;

- IOPOK KJIANIAHOB CEpANa;

- GHOpHILIALISA TIPEACEPaH;
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- HAJTHYHE B CeMeiHOM anaMHe3e BEHO3HOIo ap'repﬁm%ﬁgﬁﬂ %mnun

y OpaThbeB, cecTep HaM poauTeneli B Bospacre MeHee SO aeT (ecnd NPeANONAracTCA HAIHYHE

HRCNEACTREHHOR IPenpaCMONOMEeHHOCTH, Iepes] HavaloM KOK _cnenyer

COTJACOBAHO

MPOKOHCY/LTHPOBATECA CO CIIELIHATHCTOM). MMHHUCTEPCTBOM 31PABOOXPAHENM

PECIIYBJIHKH BEJAPYCL
HeobxoguMo NpHHMMATE BO BHHMAHHE [TOBBIDICHME PpHCKA DasRWplsk: m%&bmgm::xganenua
PecniyGnuxn Beaapyes

[1OCNEPOAOBOM EPHOAE.
Hpyrde cocTosuns/3a6onenanus, NpH KOTOPRIX HaOMIOJAETCR HapyieHHe KpoBOOOpalleHMs:
caxaprblit Auaer, CHCTeMHas KpacHAad BOJNYAHKA, TEMOJHTHKO-YPEMHYCCKHH CHHIPOM,
XPOHHYECKHE BOCHATMTENBHLIC 3aGonepaHns KkuurewHuka (Hanpumep, Oonesns Kpowa wund
S3BEHHBIIt KOMHT) M CEPIOBHAHOKNETOYHAR AHEMHA,

VYBEIHYEHHE YACTOTEl WM HHTSHCHBHOCTH MBIPEHH (MOXeT OBITE MPOAPOMANEHEIM CHMIITOMOM
HAapYIIEHHA MO3T0OBOro KposooGpamenus) Ha done npueMa KOK sBnserca ocHOBaHMeM Ins
HEeMeIUIEHHOIO [IpeKpallieHHs ero IpHEMA.

Buoxumuyeckie GaKTOpEl, KOTOPbIE MOTYT YKa3bIBATH H& HACIEACTBEHHYIO HIIK MPHOGpETEHHYIO
npeapacnoiokeHaocTh ¥ BTO umu ATD, BKIIOHAIOT PE3UCTEHTHOCTh K AKTHBHPOBAHHOMY
nporeuny C, rumepromorucresHeMuio, feduupur arrarpombuna III, meduumr nporenna C,
zebuuur mnporeusa S, auTHbochONMNMAHEIE aHTHTENA (AHTHTENE K  KapAHONMMIMREY,
BOTY&HOYHBII aHTHKOAT'Y/IAHT).

[Ip# OLEHKE COOTHOIUEHMA (IIONL3a/PHCK» CHEAYeT YYMTHIBATE, YTO TEPANHA TAHHBIX
COCTOAHHIL/3a60/1eBaHMH MOKET CHU3KTH CBA3AHHAIN ¢ HUMH PHCK pa3BHTHA TpoMbo3a.

Onyxonu

Haubonee BaKHMM (AKTOPOM pHCKA pasBHTHA paka [eiiku Matku (PLIM) ssnsercs
NEPCUCTHPYIONIA IaNWLIOMaBHpycHas BEexuns (BITH). SnHAeMHOTOrH4ECKUE UCCIIENOBARKA
IOKa3BLIBAIOT YBenMueHue pucka passutus PIIIM y xenmmi, wnduumuposanubix BIIH u
anarensio npumensmionx KOK (35 ner), omHako A0 HACTOAINETO BPEMEHH CYWIECTBYIOT
NPOTHBOPEUHA OTHOCUTEBHO CTENEHH BIHAHMA HA JTH JaHHREIC Da3sNUYHBIX (aKTopoB, B
YaCTHOCTH CKPHHMHIOBBIX 06cne0BaHMi MIeiiky MaTKy ANH 0COOEHHOCTEH 0I0BOrO IOBEACHHA
JEHUIMHBI (KOJMYECTBA TMOJOBHIX [BPTHEPOB M HCHOJB3OBAHHA OaphepHBIX METOLOB
KOHTPALEMNIHH), 4 TAKKE IPHYHHHO-CIEACTBEHHOH B3aMMOCBA3M 3TUX $HaKkTOpoB.

I1o NaHEBIM META-GHATU3A PESYTBTATOR 54 SMUAEMHONOTHYECKUX HCCIeA0BaHuHE OBUIO BEIABACHO
HeGonbuIOe MoBbILCHHE (B 1,24) pHCKa PasBUTHA paka MolouHoit :keness! (PMIK) y xeHmuH,
npumensonux KOK. [ToBrlueHHsIH PHCK IIOCTENEHHO yMEHBIIaeTcA B TedeHue 10 jer mocne
orMeHsl KOK. B casu ¢ teM, uto PMXK otMmeuaerca penko y xeHIHH A0 40 ner, yBennyeHne
komuuectBa ciaydaes PMDK y xemmun, npuHumaronimx KOK B HacToAuiee BpeMs HIH

IpUHUMABIIHX €ro HENAaBHO, ABIACTCA HE3HAYWTEIBRHBIM IO OTHOLICHHIO K oﬁmzeMy PHCKY
9
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pasBuTHA STOro 3aGonesamms. Ero casmss c|npremdid HedEIRBAJERRHOENE A Mvoe

[TOBEISHKE PHCKA MOKET OBITh TakKe cieacTBreM Gonee panueit nuarnocTuky PMIK v skeHuE,

npurumatoix KOK (y aux guarsocrupylorcs 6onee panuue mmHndeckde Gopmel PMIK, gem

y wenmue, ne nprauMasmnx KOK), Guonorvaeckum aekcrener KOK yny coueranuem o6onux

COT'TACOBAHO
MHHHCTEPCTBOM BIIPABOOXPAHEHNA

.: mﬂgpm BJT HK%Q]’SQ%H%PY&EE§E HHH

PecnyGnnxu Benapyes
eure Bostee PEAKO — 3NOKAYCCTBCHHLIX onyxoneﬁ neveRu. B orTensmes yatts ; in L

wy s

3THX (aKTOPOB.

Kpaitne penko npu npumerenun KOK Habmonanucs Ciydan pe

IPHBOJMNH K NPEACTABAAIOMIMM YTPO3Y LA KU3HK BRYTPHOPIOUIHOMY KPOBOTEHEHNIO. B cirywae
MOSABNEHKA CHABHLIX Oonelt B obnacTd XMBOTA, YBEMHYEHHA [IeHEHK HWIH [OPH3HAKOB
BHYTPKOPIOLIHOrO KpOBOTEUESHHA 3TO ClIeAYeT YIUTHIBATS NPH NMpoBeaeHME Auddeperipnansuoro
JAMErHo3R.

Hpyaue cocmoanus

o TlonapneHEOS HACTPOEHHE M JESMPECCHA ABNAIOTCA HIBECTHOH HEXEIATENLHOH peakuuel
Op¥ PAMEHEHHY TOPMOHAIBHBIX KOHTpanenTHeoB (cM. pasnen 4.8.). lenpeccus Moxer
6BITh  CEPHE3HBIM  PAacCTPOMCTBOM H  ABIACTCK M3BECTHBIM  (AKTOPOM PHCKA
CYMUHMIANBHOrO OBE/ICHHA M CYRIHAR. JKeHIIMHAM ClIERYeT TOCOBETOBAT 00paTHTRCA K
CBOEMY Bpady B ClIydae II0ARIEHNA H3IMEHEHWH HACTPOEHHKA U IENPECCUBHEIX CHMIITOMOB,
B TOM 9HCIIE, BCKOPE MOCIIe Hayala JICUCHHUA.

¢ DK30TGHHBIE OCTPOrEHHl MOTYT MPOBOUMPOBATH HAH  YXYAWATE  CHMIITOMBI
HACNEACTBEHHOTO M TIpHOOPETEHHOTO aHTHOHEBPOTHYESCKOrO OTEKa.

o 'V XEHIIMH C THNEPTPHIIMUEPHASMHEH HWIH COOTBETCTBYIOIIMM CEMEHHBIM AHAMHE3IOM
NOBLIMIEH PUCK Pa3BHTHA MaHkpeaTuTa npH npreme KOK.

e V wMHormx oxeHmuH, npuHumaromux KOK, ormedanocs HeGomlblIoe MNOBHILICHHE
ApPTEPUANBHOIO JABICHHA, OZHAKO KIWHHYECKU 3HAYMMOE IOBEILICHHE apTepHalbHOTO
naBnewHs Habmomanocs penaxo. Ceasp Mexay opsemom KOK u  aprepransHol
THNEpPTEH3KEH He yeraHoBNeHa. OnEako ecnu Ha Gone mpuema KOK passusaercs croikas
apTepHalbHAs THIEpTeH3wd, To LenecoobpasHo otMeRMTh npueM KOK i Ha3HauwuTh
GHTHTHIIEPTEH3UBHYIO Tepanuio. [Ipi axeKBaTHOM KOHTPOIE apTePHaIbHOTO JABICHHA ¢
TTOMOLIEIO THITOTCH3HBHBIX [IPENapaToR BO3MOXKHO BosoGHOoBIeHHe npuema KOK.

e Ha ¢one GepemernocTr ¥ Bo Bpems npumeHeHus KOK 65U10 0TMETOHO pasBUTHE HIH
YXYAIUEHHE CICAYIOIMX COCTOSHHM, XOTA MX B3aHMOCBA3b C OPHEMOM KOHTPALENTHBOB
OKOHYATEIEHO HE YCTAHOBJICHA: JKENTyXa H/WIK 3Y[, BBI3BAHHEIE XONECTA30M,
obpasoBaHKe KaMHell B XeNYHOM INy3Eipe, NMOpQHMpHA, CHCTEMHAs KpacHas BONYaHKA,
TeMOTHTHKO-YPEMHUYECKAA CHEAPOM, xopes CueHraMa (Manag xopes), reCTalHOHHEIH

reprec, MoTeps CayXa BCICACTBHE OTOCKIEPO3a.
10
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¢  OCTpBIE HITH XPOHHYECKHKE HAPYIICHUS qIyHKIMH E&l%ﬂ%ﬁﬁﬁ%m&hfé%wmm

ormenst KOK no Tex mop, mokxe nokaszaTend QyHKUMH DEYEHH HE HOPMAIH3YIOTCA.

Peuunup xonecraTuueckoi xentyxu, Habmopasmeiica paHee B uepnol GepeMEHHOCTH
KK [IPH [IpYMEHEHHH IPeNnapaTos [I0J0BBIX NOPMOHOB, Tpedyer oTtMerrl KOK.

e Hecmotpa Ha 1o, yTo KOK MoryTr oxa3miBaTh BAMAHME HE KHCYIHMHOPE3HCTEHTHOCTEH H
TOJNEPAHTHOCTb K [VIIOKO3€, HEOOGXOOMMOCTb B KOPPEKLMH JO3B! HIIOTIHKEMHYECKHX
NpenapaToB y ManHeHTOX C caxapHuM auaberom, npuaumaronpx KOK, kak npasuio,
OTCYTCTBYeT. TeM He MeHee, MalHeHTKH C CaXapHEIM JHAOETOM JOMKHE! HAXOAWTLCA NOX

TINATENBHEIM MEAMUMHCKEM Habmoznenuem B mepron npueMa KOK. Coobuwanocs o6

YXYZAIIEHHH TeYeHHA SHIOTCHHOM AEMpECCHH, Jmencu, fonesy, Kppua (A F3pHBOTP

MUHHKCTEPCTROM 3PABOQXPAHEHHA
KoaKTa npu npuMeneHun KOK. PECITYBJTMKY BEJIAPYC

Ipuxas MurncrepeTea prpasooxpageEns

¢ Huorna npu npueme KOK Moxer HabmopaTbcs nuUrMe WA KoPkwvinme KxunasMa),

ocoffeHHO eclM OHa MMema MECTO paHee BO BpemdA OepemeHnOCTH. JKeHIIMHAM ¢
TIPEAPACONOKEHHOCTRIO K XJI0a3Me ClefyeT M30eraTe MpAMEIX COJHEYHBIX JNY4eH U
yAETpahuoIeToBOro OGIydeHHs B3 APYruX MCTOIHKKOB npu npHeme KOK.

e 1 Tabnerxka npenapara PerynoH coaep:xuT 67,66 Mr nakrolsl MOHoruaparta. [Ipuem
Ipenapata NPOTHBOMNOKA3aH JKEHIUMHAM C PEAKKMMH HACAEICTBEHHEIMH 3a00neBaHUAMH,
CBA3GHHBLIMHE C Heh)HLIHUTOM 1aKTa3h!, HEIEPEHOCHMOCTBIO IRKTO3bI, MIKOKO30-Tal2KTO3HOH
manbabcopbuuel, Haxomaumuxcs Ha 6e3naKTo3HOH aueTe.

Bcio BeINIeyKa3aHHYIO HHOOPMALHIO CIeAYeT YIHTHIBATE MPH BEIOOPE METOAa KOHTPAUSILHH.
Meouyurnckue ocmomper / koHcyrbmayuu

Tlepen HasHaueHHEM MM BO30OHOBIEHHEM IPHMEHEHHA NIpenapata PerynoH clnenyer TIATeMbHO
O3HAKOMHUTBCA C AHAMHE3OM JKH3HM JKCHIIWHE (BKIIOYAd CeMeHHBI aHaMHE3), MPOBECTH
TiIaTensHOe oOmeMemuuMHckoe (Braiouas usMepenue AJl, onpemenenne HMT)
rHHEKONOrHueckoe ofcnenosanue (¢ o0sa3aTenbHBIM OOCNEAOBAHHEM MOJIOYHBIX JKENE3 H
LHTONOTMYECKHM HCCEAOBAHMAEM IMUTENMA eHKU MaTKK), HCKIIOYRTE GepemMenHOCTs. O6BeM
JIOMOJHHTENGHEIX HCCIEHOBAHMH M HacToTa KOHTPONBHBIX OCMOTPOB  ONpECNAIOTCA
MHIMBHAYaTsHO. KoHTponbHEle o6ce0BaHus clieAyeT IPOBOAKTE He pexe | pa3a B 6 MecaLes.
BaxkHo ofpaTHThb BHHMaHWe JXEHIIWHH Ha MAGOPMAlHI0 O BEHO3HOM M apTePHATBEHOM
TpoMBo3ax, B TOM THCIIE O PHCKe IpUMEHEHNUs Npenapara Perynon s cpaprenuu ¢ Apyrumu KOK,
CHMITOMAaX M H3BECTHHIX (akTopax pucka pasputis BTDO w AT3, u 4r0 Ienarth B ciyvdae
MoZ03peHIs Ha TpoM003.

Crnenyet cOOBWIMTH >EHIMHE, YTO NEPOpANbHBEIE KOHTPAUENTHBR He 3anmmanr or BHY

(CITH 1) u apyrux uudekuHii, nepeaaoMXCcs NOJOBLIM MyTEM.

11
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J¢dexTuBHOCTH Upenapata PeryIon MoXeT CHH3NTLCA B CIYYae NPOMYCKa TAGNETOK (CM. pasaen
4.2)), KenynoOuYHO-KHIIEYHRIX paccTpoicTB (CM. pasjen 4.2.) MIIA B ciiydac CONYICTBYIOINER

TEPAMUH, YTO CHHXACT KOHICHTIPALHIO 3TOHOMECTpEIa ~ AKTHBHOIO merabonuTa AE30recTpena s

nnasMe KpoBH (CM. pasnen 4.5.). COTJTACOBAHO

~ MHHHCTEPCTBOM 30PABOOXPAHEHMA
Heoocmamounuili konmpons yuxra PECTIVEIHKM BENAPYCS

TIpu npueme KOK, ocobento b nepabie MecAusl MpuMeHerns, Mofyr oA HER Ay apatie

«MAXYIIHE» HIH OOWIbHBIE KDOBSHUCTHIC BBIACMCHHSA, IMOITOMY OLEHKY HEpEryMAPHOTO
KPOBOTEHEHHA CTOMT NpPOBOAMTE TOJNBKO IIOCJIE OKOHYAHUA ANANTAUHMOHHOTO MNepHoaa
JUTHTENEHOCTBIO TPH MECALA.

Eci HeperynsApHbIE KPOBOTEHEHWA COXPaHANOTCA HIM TNOSBAAIOTCA NOCHe MPEABUTYILHX
PETYIAPHEIX LIUKIOB, CIIEAYET YHECTL BO3MOKHBIE HETOPMOHAIBHBIE IIPHYMHEL HAPYIICHHS HUKIA
H TIIPOBECTH COOTBETCTBYIOLIWE HCCICAOBRHKA JUIA HCKIIOUCHHA  3/TOKAYCCTBCHHBIX
HOBOOOpazopanmii wik  GepeMeHHocTH. Moxer  noTpeGOBATECE — IMATHOCTHYECKOE
BBEICKabMBaHKe MONOCTH ¥ LEPBHKANBHOI0 KaHala MATKH.

V HEKOTOpHIX KEHIMMH MOXET OTCYTCTBOBATH MEHCTpYalnHOMoAoOHOEe KpoBOTEuCHHE B
nepepbise Mexay npuemom mnpenapara. Ecimi KOK rnprHHMancs coraacHO peKOMERAALsIM,
TPHBEIEHHBIM BBIILE, BEPOSTHOCTH TOIO, UTO JKEHIMHA GepeMeHHa, HeBeluka. B upoTuBHOM
CIIy4ae KM B CJIydae €C/M KPOBOTEHCHHA OTCYTCTBYIOT [AB& pasa [OIpsd, CNeAYeT HCKIYATh
BO3MOKHOCTE GepeMEHHOCTH NIepeA upoaokenueM npuMeneHus KOK.

JIab6opamoprbie uccnedoeanus

TlepopaitHEIE KOHTDALENTHBE MOTYT BIMATH Ha DE3yabTaThl HEKOTOPhIX JIabopaTopHBIX
HCCReOBaHMIE, BKIIOYas GMOXHMHYCCKHE OKa3aTeH GYHKIMH [EYeHH, NIHTOBHIHOM XKelle3tl,
HAMMOYEUHHKOB H TOYEK, COAEp/KaHue TPAHCIOPTHRIX Oenkos B nOia3Me, HANPHMED,
KOPTHKOCTEpOKA-CBasbiBatomero rmobynusa (KCI) u ¢pakuuy NHOBAOB/MUIONPOTEHHOB,
napaMeTphEl YrIEBOAHOTO OfMeHa, NapaMetpbl koarynauux ¥ ¢ubpnsonnsa. O6braHO 31H
M3MEHEHHS HAXOLITCH B MPEAENaX HOPMAIBHBIX 3HaYeHNIA 1ab0paTOPHEIX I0KA3aTENeH.

4.5. BiaaumonelicTBHe ¢ APYrHMH JIEKAPCTBEHHBIME IIpenmapaTaMH H JApYrne BHALI
B3auMOAeHCTBIA

JIIs OIpeneneH s BO3MOXKHOTO B3AUMOACHCTBHA HEO6X0MMMO 03HAKOMUTECS ¢ HHCTPYKIHEH 110
DPHMEHEHUIO COMYTCTBYIOUIHX NPEaparos.

Biaumoneiicteue KOK ¢ apyrHMM JIEKapCTBEHHBIMH CPEOCTBAMH MOMKET I[IPHBECTH K
(TIPOPLIBHBIMY» KPOBOTEYEHMSIM M/MIM CHIDKEHHIO 3(Q(EKTHBHOCTH KOHTpauentusos. B
JIUTEPATYpe OMKCAHE! CIEMYIOIHE B3aHMOACHCTRES,

Hevuenounsiti  Mmemabonusm: BO3MOXHO  B3aUMOJCHCTBHE €  JICKEPCTBEHHBIMH  HMITH
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«paCcTHTEBHBIMHY NpenapataMn — uanyxropany muxphceltll AR BN bRERRE mhe 0 Rbero

depmentos muroxpoma P450 (CYP), uTO MOMXET NPHBECTH K YBEIMYEHHOMY KIHPEHCY K
YMEHBIIEHHIO KOHUEHTPAIHH TNOJOBBIX TOPMOHOR B IIa3Mé KPOBH, H K CHHKXECHHIO
s¢pdexturnocTd KOK, B TOM uncne u xoMOyHAIMA AesorecTpel + sruaunscrpannoit. K takum
TeKApCTBEHHBIM [PENapaTaM OTHOCATCH IpenapaTthl, coepxaiine QeHUTOMH, Sernobapburan,
npuMHIOH, Gosenran, kapbamasenMH, pHGMAMIHMIMH; a TAKXKe, BO3MOXKHO, OKCKapOasenuH,
Tonupamat, ¢enéaMar, rpuseodynbBHH; HEKOTOPHIe KHTEGHTOpPEI Opoteaibi BUY (nanpumep,
DUTOHABUD) H HEHYKIEO3HARbIE HHIHONTOPR! 00paTHOM TpaRCKPHIITA3H (HAMpAMED, 3QaBupeH3),
PACTHTENBHBIE NIPENaparsl, COAepAale 38epoboii mpoasIpanerukt (Hypericum perforatum).

Hunyuuposarue (epMEHTOB MOMET NPOHCXOAMTH [OCTE HECKONBKMX HAHEH HpPHMEHCHMS
npenapara. MakcumanbHOe HHIyuMpoBahue ¢epMertop 00HuHO HabmiozaeTci B TEYEHHE

HECKOJBKHX HEAECDb, H MOXET NPOROILKATLCA B TCHCHHE 4 Hepene 0OCHS npeKpameHnsa TCpaniu

nperapaTaMH-HHIYKTODaMH, COTJTACOBAHO

ITpu COBMECTHOM NPHMEHEHHH C rOpMOHANBHLIMU KoHTpauentHEANT T RHGENA ARG

Hpuxas M
WHTHEUTOPOB MpoTeasst BHY (nanpuMep, HETGMHABHDE) H HQHYKICOIMIbtalbhaaal OPOB "

o6paTHO} TPaHCKPHNTa3H (HANpHMEp, HEBMpANHHA) M/WMIM KOMOHHAIMH ¢ NpenaparaMe Aus

NeqeRna BUpYCHOro renatura C (Hanpumep, G0lenpesHpoM, TETanpPeBHPOM) MOTYT YBEITHIKBATE
MIIM YMEHBILUATH KOHIIEHTPALMIO B TIa3Me NpOTecTareHa, BKIKOYAA 3TOHOreCTpel — AKTHBHBIA
MeTaGoMUT Je30TECTPENs WIH 3CTPOTEHOB. B HEKOTODHIX Ciyuasx cymmapHsif sddext aTux
H3MEHEHHH MOMXET OBITh IJIHHHYECKH 3HAYKMBIM,

¥KeHIMAAM, OONYYAIOINM JIeYeHEMe OJHHMM W3 BBIIICYKAa3aHHRIX JICKAPCTBCHHBIX HIH
PACTHTENBHEIX [PENapaToB, MHAYLMPYIOMHX MHKDOCOMANBHBIE MEYEHOUHBE (EPMEHTEI,
cliefryeT cooBmuTh, UT0 3¢deKTHBHOCTS npenapara Perymon Moxer GbTh CHibKeHa. Bo Bpemx
COMYTCTBYIOIEro IpMeMa IpenapaToB, HHAYLHPYIOIUMX MHKPOCOMAJIbHEIE MEUCHOUHEIE
¢epMeHTEL, M B TeueHHe 28 nHeH MOcCNe HX OTMEHBI JOMOJIHHTENBHO CICAYET HCIOIB3OBATE
GapuepHbIH METOM KOHTPAIICIIIHA.

Ecnu MpuMEHEHHE COIYTCTBYIOIIEro NMpenapaTa IPOJOIDKAETCA NOCAe OKOHYaHus TaGIeTok B
rekymeii ynakoske KOK, o npem KOK 13 cnemyromef yIakOBKH CHEAyeT HAYHHATS Cpasy ke,
6e3 06RYHOro 7-IHEBHOrO MepephiBa B PHEME TaONETOK.

IIpy JIHTENLHOM JIeUSHHH IEKAPCTBEHHEIMY IpenapaTaMyl, HHAYIHPYIOIINMH MEKPOCOMANLHbIC
He4eHOYHbIe EPMEHTH, HEOOXOOUMO PACCMOTPETE HCMOJIL30BaHME aNBTEPHATHBHOIO METONA
KOHTpAIENIHMH, He MOABEPXKEHHOTO BIMAHHMIO JICKAPCTBEHHBIX MpPErapaTos, HHAYIHPYIOIIKX
MHKpPOCOMaNbHbIE HepMEHTHI.

CoBMecTHOE  NpMMEHEHHe  CHIBHEIX  (HanpHMep,  KETOKOHasona,  HTPaKoHa3ona,

KIADUTPOMMIIMHA) HJIM CcpefHed AaKTHBHOCTH (HANpHMep, (QykoHasona, IWATHA3EMa,
13
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SPUTPOMKIKRHA) MHIHGHTOpOB CYP3A4 MOXqr pmﬂ@ﬁgﬁgm%%m)un

[IPOreCTarcHa B Mnng3Me KpOBH, B TOM YHCIC M 3TOHOICCIpSNIE — AKTHBHOIO metabonnra

Jesorecrpena. COTTACOBAHO

TepopalbHble KOHTPALENTHBE! MOTYT BITMATL HA METAGOMHIM APYTHX NERGH Dot LA B e
Tpsxaa M
COOTBETCTBEHHO, KOHUEHTDALKH NEKAPCTBEHHBIX CPEACTS B [UIA3ME KPOBWPnis BARAR MOTTA <

NOBKIMIATECA (HANPHMED, LIUKNOCHOPHHA) HITH CHHXATECA (HallpHMep, TaMOTPHILKUHE).

Brino nokasaHo YTo ITOPUKOKCKE B g03ax oT 60 no 120 Mr/cyTkM IpH COBMECTHOM NPHMEHEHHH
¢ KOK, conepxampmu 0,035 Mr ITHHMISCTPanMOna, [OBAIIAST KOHUSHTPALKIC
THHHUICTPAIHONIA B NIa3Me KpoBH B 1,4—],6 pasa COOTBETCTBEHHO.

JlaHHEIE KIMHAYECKHX HCCIIENOBAHMH II0KA3BIBAIOT, YTO 3THHHASCTPAJHON [IOJABISET KIHPEHC
cyberparoB u3odepmenta CYP1A2, mpusoas K HeGoasiroMy (Hanmpumep, TEOOWIUTHH) WX
yMepeHHOMY (HalpHaMep, TH3aHAAHH) YBETHYEHHIO MX KOHLEHTPAUMH B NIa3Me KPOBH.

B xone KIMEHIECKHX HCCNIEIOBAHHH ¢ YHaCTHEM NALUEHTOB, OAYYaBIIHX TEPANKIO BHPYCHOID
renatuta C JIEKAPCTBEHHEIMM [pENapaTaMH, COAepXkamuMmH omOuTacsup/mapuranpeup/
PUTOHABHD ¥ JacaGyBup, B koMbuHauK ¢ pubaBHpHHEOM WK §€3 Hero, Y EHIIUH, IPUMEHABIIHX
NeKapCTBEHHbIE IPENapaTthl, COAEPXKAIINe ITUHHIICTPAAMO], HANpHMEp, KOMOMHHPOBAaHHEIE
rOpMOHANBHEE KOHTPALENTHBL, 3HAYMTENLHO Hame HaGmozanoch MOBILIEHME EKTHBHOCTH
ananunamunoTpanchepassr (AJIT) Gonee uem B 5 pa3 Beiule BepxHel rparMibl HOpMEL. Kpome
TOro, noeulmenre axTHBHOCTH AJIT Habmomamocs y XEHIIHH, IPUMEHABIIHX NeKapCTBEHHBIS
npemapars!, COAEpKAIIME STHHHICTPATHON, HaupuMep, KOMOHHMPOBAHHEIE TOPMOHAILHEIE
KOHTPALENTHBEL, H MONYYaBIIMX ITeKanpeBUp/nubpeHTacBup wmk cogocOyBup/senmnaracBup/
pokcunanpesup (cM. pasgen 4.3). JKeHDMHBI, NPHHUMAIOIIHE OpEMapaT PeryfloH, JOMKHEL
MepeiiTH Ha @ILTEDHATHBHLIA METOA KOHTpalCNUuH (TONBKO NpOTECTATeHaMM MIK
HErOPMOHANBHBIME METOHaMy KoHTpauemumu). [Ipuem nperapata Perynon nomkeH ObITh
IpeKpallleH 0 HaYaIa IPOTUBOBHPYCHOM TEPAIlMH K MOXET ORITH BO30GHOBIEH Uepes 2 Helenu
IOC/IE 3aBepIIEHHA TEPANHK YTHMH KOMOMHAIHIMH TPOTHBOBHPYCHBIX PENapaTos.

4.6. ©epTHABLHOCTD, 6epeMEHHOCTS ¥ JIAKTAIMSA

BepemesHOCTD

I[Iprem KOMOHHAUMHK JE30reCTpPE + STHHHIICTPAAHON B [IEpHO. GepeMEeHHOCTH NPOTHBONIOKA3AH.
B ciyuae IMATHOCTHPOBaHKMA GepeMEHHOCTH Ha (oHe IPHMEHEHH npenapara Perymnos cnenyer
HEMEJIEHHO PEKPATHTh €ro npseM. MHOrouHCIEHHBIE STHAEMHONIOTHIECKHE HCCAEIOBAHHS HE
BBIBHJIH HH YBEIMYECHHS DHCKA BOSHHKHOBEHHA Ne(heKTOB PA3sBUTHA y MHETEH, POKACHHBIX
KEHUIMHAMH, MOJTY4aBLIMMHK ITOJIOBBIE TOPMOHBI /10 GEpEMEHHOCTH, HH HIHYMS TEPATOreHHOI0
JCHCTBHA, KOTOA IIONOBRIC TOPMOHB! IPHHHMAIUCE 10 HEOCTOPOXKHOCTH B PAHHHE CPOKH

GepeMeHHOCTH.
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IIpumenenne npenapara Perynon, xak U apyrux KOK, MOXeT yMeHBIIATh KOTHYECTRBO MPYAHOrO

MOJI0Ka # HIMCHAT: €ro COCTap, MO3TOMY MPHEM NpenapaTa NPpOTHRONMOKA3AR [0 MPSKPaUICHHA

IPYAHOTC BCKapMIHBaHHA. Hebonbimoe KoaH1ecTBO MOTOBEIX FOPMOHOB H/HITH HX MeTabonuTOR

MOXKET NPOHUKATE B I'PYAHOE MOIOKO, OAHAKO AaHHRIE 06 ux OTPHUATEJILHOM BJIMAHHH HAa

370pOBbe peGEHKa OTCYTCTBYIOT.

4.7, Bauarue HA cnocobHOCTL ynpaBasiTh TPRHCMOPTHLIMH CRENCTRSMMyHN

MeXaHH3IMaMH

COTJJACOBAHO
MUHHCIEPCTEOM SUPABOOXPAHERNS

Hpuxaz MunucrepeTsa 3APABCOXPAHEHUT
Pecuy6mury Benapyces

Hpenapa'r He BIMAeT Ha CHOcOOHOCT: K YHPABICHHIO TPAHCHOPTHRIMHM CDEICTBEMH H

MEXaHH3IMaMH.

4.8, HesxeraTenbHble peakiuy

TabanuHoe pe3ioMe HeKENATeILHEIX peaknHi

BO3MOMKHEIE HEKenaTe/bHEE pPEakUMH npd NpHMeHeHWH KomOMHaumm Jesorectpen +

STHEHIICTPAAHOI PacnpeaeeHbl O CHCTEMHO-OPTAHHEIM KITaccaM B COOTBETCTBHH CO CJIOBAPEM

oy peryasTopHol searensHocTd MedDRA ¢ ykasaHHEM Y&CTOTH HX BOSHMKHOBEHHS COIIACHO

pexoMenzamusim BO3: ouens uacto: 21/10, wacto: 21/100 ~ <1/10, rewacro: =1/1000 — <1/100,

pexnko: >1/10000 — <1/1000, ouens peako: <1/10000, 4acToTa HEHIBECTHA (HENOCTARTOYHO AAHHBIX

JJIA OLEHKH Y8CTOTHI Pa3BHTHA),

CucremHo- Yacto Heuacro Peaxo Yacrota

OpraHHBIH HEH3BECTHA

Kaace

Hapywenus co T'unepuyscTBH- VxyameHue

CTOPOHE! TENBHOCTH CHMITTOMOB

HMMYHHOH HACIIEACTBEHHOTO

CHCTEMBI H NpHOOPETEHHOrO
AHTHOHEBPOTH-
YeCKOro oTeKa

Hapymenus 3agepixka

metaonusmMa H KHAKOCTH

MHTAHUSA

ITcuxuueckue Henpeccus, CHmxeHne IloBeImIcHHE

HapyIueHHs CMEHa HacTpOoeHHs |JHOHAo nubuno

Hapymernus co|T'onosHas 6onb Murpers

CTOPOHHI

15
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HEPBHOH MCCHEROBATENRHOCTE 0003 )
CHCTEMBI
Hapywerus co HenepenocuMocTs
CTOPOHBI OpraHa KOHTAKTHEIX JIHH3
Spenus COFJIACOBAHO
Hapymenust co Benosuag | MR KU BEJABYCh aa
CTOPOHEI TpomGoamGOTHET, e ampyor | |
COCYZOB ’ apTepHanbEan
tpoM6osmGomnus’
Kenynouro- Touxora, PBoTa,
KHIIEYHBIE Oone B XHBOTE Huapes
HapyLICHRA
Hapywenns co KoyxHas Cslmh, | Y3moraTas
CTOPOHEI KOXH H KpamHBHHIA |JpHTEMS,
TIOAKOMHBIX MHOroopMHas
TKaHEH 3pHTEMA
Hapymenus co|Bons B momouHoli | Yeenuuenne | BhineneHKs u3
CTOPOHBI Xelese, MOJIOYHAIX BIIArAIHIIg,
PenpORYKTHB- | HyBCTBUTEILHOCTE | KeNne3 BBIACNICHHS U3
HOM CHCTEMB! M |MONOYHEIX Kene3 MOJIOYHAIX XKE/IE3
MOJIOYHBIX
Henes
O6ume YBeNHYEHHEe Maccel CHinKeHHE MacChl
HapyICHHA M |Tena Tena
peakKIHy B MecTe
BBEICHNA

IKommuecTBo cnyvaeB noO  JaHHBM  HAaOMOFATENBHLIX  KOTOPTHRIX — HCC/IENOBAHMH:
>1/10000 - <1/1000 sxermun-ner QKJI).

HexenaTenbHEIE PEakiuy, KOTOPHE OTMEYANuch y ikeHmmH npu mpeeme KOK, mompoGuo
OIHMCaHKI B pasziene 4.4 1 BIJIIOYAIOT; BEHOSHBIE M apTepHANbHEIE TPOMOOIMOONNH, OBRIIICHHE
APTepHANLHOTO NABICHWA, TOPMOHO3ABHCHMEIC OIYXONH (HAIpHMEp, ONYXONHM NEYEHH, pak
MOJIOYHO# JXe/Ie3H), X10a3My.

CoofuieHus 0 HeskeNnaTelIbHEIX PEAKIINIX

BaxxkHo c¢oo0WaTe O NOZO3pEBAcMbIX HEXKENATENBHBIX PEAKUMAX IOCHe perHcTpalliy

JICKaPCTBCHHOIO npenapara ¢ LEb0 obecrieye s HETIPEPRIBROTO MOHHTOPHHIA COOTHOIICHHA
16
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«ITONB3A-PHCKY JIEKADCTBEHHOTO TIpenapara. Memdmw-ﬂﬁm%IMma

coobmare 0 aro6BIX NOAO3PCBACMBIX RENENATENLHRIX PDCAKOHAX JICKAPCTBEHHOIO Mpenaparta

Yepe3 HAUKOHBNBHBIE CHCTEMK coobIIEHHT O HEXKETATeNbHbIX PCaKnHax roCymapCTs-ulICHOB
EBpBBHﬁCKOI‘O 3KOHOMHYECKOI0 COlo3a.

Poccuticxar Dedepayus: «Deaepansuag cnyxba no Han3opy B chepe 3ApaBOOXPEHEHUAN

109012 r. Mocksa, CnaBgHCKAR NOMAIL, O, 4, ¢Tp. |

COTJACOBAHO
+7 (800) 550-99-03, +7 (499) 578-02-20 MHHACTEFCTBOM 3APABOOXPAHEHHA
pharm@roszdravnadzor.gov.ru Tpnicaa h%’éﬁ,’:%f&c,f;asﬁﬂﬁi"p““’““”

https://roszdravnadzor.gov.ru

Pecnybnuxa Apmerus: «HayaHbIH DEHTP KCHEPTH3L! JIGKAPCTB H MEAMLIMHCKHX TeXHOJIOTHI HM.
axagemuka 3. [abpnenaran AO3T

0051 r. Epesan, np. KoMuraca 49/5

Ortnenr MOEUTOpHHTA (€30IIACHOCTH JICKApCTB

+374-10-20-05-05, +374-96-22-05-05

vigilance@pharm.am

http://www.pharm.am

Pecnybpuxa Benapyce: PecnyOnuKaHCKOe YHHTapHOE IpexnpuaTHe «lleHTp skcmeprus u
KCIBITAHUHR B 30PABOOXPAHSHHHY

220037 r. Munuck, nep. Toeapuueckuit 2a

Ortzen gpapmakxonan3opa

+375-17-242-00-29

repl@rceth.by

https://rceth.by

Pecnybnuxa Kazaxcman: PI'TI Ha IIXB «HauuoHaTeHEIH HEHTP 3KCIEPTHU3H! JISKAPCTBEHHBLIX
CPE/CTE K MEMHUHHCKUX H3nenuii» KoMHTeTR MEOHIMHECKOIO K (PapManeBTHYECKOTo KOHTPOs
MunncTepcTBa 3apaBooxpaHeHus Pecnybnuku Kazaxcran

010000 r. Actara, yn. A. IManoga, 13 (4 srax)

JemapraMenT (apMaKkOHaA30p2 M MOHHTODHHra 0e30macHOCTH, IQ(EKTUBHOCTH M KauecTBa
MEIHIMHCKHX H3JCIIHH

+7 (7172) 78-98-28

pdlc@dari.kz

https://www.ndda.kz

Kuipzviscran Pecnybauxa: «JlenapTaMeHT TeKapCTBEHHBIX CPEACTB M MEMIIMHCKHX H3ASIHH IPH
MHHHCTEPCTRE 3APABOOXPAHEHKS W COLIHANBHOTO pa3BHTHA KeIpremckoi PecrtyOnukm»

720044 r. bumkex, yi1. 3-a Jluaua, 25
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Pxraz Murucrepcr,
4.9. Ilepeao3npoBKa Pecnytmon gl uo0kpaLeiis

Kaxue-1u60 cepre3nrie OCIOKHERKA NIPH IIepelo3UPOBKe NpenapaTa Perynon He RAOmMoaIRCE.
CHMITOMBI:

CUMITOMB!, KOTOpEIE MOIYT BO3HHKHYTH NPE NEePEIO3HMPOBKE. TOIIHOTR, PBOTA, Y MOJIOZBIX
JEBYIIEK — KPOBRHHCTHIE BEIENERHA 13 BIarasuiia.

JleueHHe:

AHTHJIOTOR HE CYIUECTBYET, IanbHeimee Ne4eHUE AOMKHO OLITH CHMITOMATHYECKHM.

5. ®PAPMAKOJOIHYECKHE CBOHCTBA
5.1. ®apmaroauHaMuyeckue CBoiCTBa
QapMaKoTEpaNneBTHUECKAS TPYIINa; KOHTPALEITHEHOE CPEACTBO KOMOMEHPOBAHHOE (3CTPOreH +
TeCTareH).
Koz ATX: GO3AAQ9.
MexauusM neficTBHA, hapMaKOIHHAMUYECKHE EKTEI
KontpanenTtususiii s¢¢ext KOK ocHOBaH Ha B3aMMOJCHCTBHH PasiIHYHBIX (QAKTOPOB, CAMBIMH
BaXKHBIMH K3 KOTOPBIX SBJSIOTCS HOAABICHUE OBYIALMY M MOBBIIEHNE BA3KOCTH CEKPeTa WEHKY
MaTKH, IPEMATCTRYIOLIEE IPOHHKROBEHHIO CIEPMATO30H/I0B B ITI0JIOCTh MATKH,
Ipenapar PeryinoH npeactaBageT coboi KOMOHHAUMIO AE30r€CTpena W STHHHIICTPALHOIA:
JE30TeCTpeN — CHHTETHYECKHI [IPOrecTaren, o6naaiomui CHIbHON HHIrHORpYIOWEH OBYRAIUIO
AKTHBHOCTSIO, STHHH/ISCTPATUON ABIACTCA XOPOILIO H3BECTHBIM CHHTETHUECKHM 3CTPOTCHOM.
IIpu npasuibHOM IpHMeHeHuH nHAeke [epna (oka3aTens, OTPAKAIOWIMI YaCTOTY HaCTYILICHHA
GepemenHocTH y 100 JKEHIIMH B TeUSHME roZa NPUMEHCHHS KOHTPALIENTHBA) COCTaBIAeT MexHee 1.
ITpu mpomycke TabneToK Wiy HempasWILHOM MPHMEHEHHH HHACKC [Iepisi MOXKET BO3pacTaTh.
Y oxenmmue, npunumaompx KOK, umkn craHoBHTCR 6oniee perynspHBIM, YMEHBIIAIOTCHA
G0Me3HEHHOCTE H MHTEHCHBHOCTL MEHCTPYAITBHOMOAOOHEIX KPOBOTEYEHHMH, B PE3YNLTATe 4Ero
CHHKAETCA PHCK Xene30AcOHILIHTHON aHEMUH.
5.2. ©®apMaKOKHHeTHYeCKHe CBOIiCTBA
Abcopbius
Hezozecmpen
JlezorecTpesl Npu TNepopansHOM INpHeMe OBICTPO K NOJHOCTBIO BCACHIBACTCS, M 3aTEM
npeBpawaercs B 3ToHorecTpell. Ero MakcHMAansHas KOHIIEHTPALUS B IIa3Me KPOBH AOCTHTacTCA

yepe3 1,5 uaca. BuogocrynsocTs coctamser 62-81%.
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Smununscmpaduon (NOCAELOBATENLHOCTE 0003

ITMRHICTPRAROI TIOCHTE NEPOPANLHOre npHeMa OLICTPO K MOMHOCTHIO BCAchIB&eTCs. Ero
MABKCHMAaIbHAA KOHIIEHTPAllMA B IJIa3Me KPOBH AOCTHIaeTCA B TeYeHHE [ -2 4acoB nocnte npHeMa.
AGcomoTdas 6MOTOCTYNEOCTD (PE3yALTAT MPECHCTEMHOIO MeTalonm3Ma) COCTABIRET OKOJO
60%.

COI'TACOBAHO
Pacripejienenue MMHVCTEPCTBOM 3PABOOX PAHEHHA
PECITYBJIHKY BEJIAPYCH
ﬂesoaecmpen Tlpuias MUHNCTEPCTHA 3ADABOCXPARAKIA
Pecnybarkn Beaapych

DTOHOPECTpEll CBA3LIBACTCE ¢ anbOyMHHOM TUIa3MEI KPOBM M C IMMOCYNWAOM, CBASLIBAIOIMM
nonoeste ropMoHnl (I'CIIT). Tomexo 2-4% or ofmeif KOHLEHTpauHM 3TOHOrecTpena

NPHCYTCTBYIOT B IUTasMe xpoBn B cBoGoanom Bume, 40-70% crenuguueckyr CBA3LIBAIOTCA C
[CCIIT. Yeenuuenue konnentpaunn I'CIII, BeI3BAHHOE 3THHHIICTPAOKOJIOM, OKA3LIBACT BIHAHNE
Ha pacmpenelienue Mexay Genxamu KpoBH, IpHBOAA k ysemuueHuio [CIIT-cBa3arHOR Qpakimu
K YMeHbIIEHHIO anbOymMuH-cBszaHHOM dpakuun. Kaxymmitcr obveM pacnpeneneHus
Ae3orecTpena cocraBngeT 1,5 n/kr.

Smununscmpaouon

OTHHHUIICTPAAUOI HecnenubHIeCKH CBA3LIBACTCE C albOYMHHOM [LIa3MBl KPOBH IPAKTHYECKH
nomHocTRIO (98,5%) u cnocobersyer ysenuuenuto konuenrtpanuu I'CIIT, Kaxymmiics ofbem
pacnpezieneHua STHHHIBCTPAIKONA COCTABIAET 5 /KT,

buorpanchopMarus

Je3ozecmpen

JTOHOreCTpeN MOAHOCTBI0 MeTabONH3KPYeTca TMO H3BECTHHIM MyTaM MeTabo/IHM3Ma MOMOBRIX
ropMoHoB. CKOpOCTh MeTaboIHUeCKOro BRIBEAEHHMS U3 [N183MbI KPOBH COCTARMAET 2 MIL/MHE/KT.
He o6HapyxeHO B3aUMMOJEHCTBHA 3TOHOT¢CTpENa ¢  OJHOBPEMEHHO IPHHHMASMBEIM
STHHHIICTPATUOTIOM.

SmuruCMpacuon

STHHHIICTPAAMO IOABEPracTCs MPECHCTEMHOMY MerabonM3My Kak B CIM3MCTOR 06omouxe
TOHKOH KHIIKH, TaK H B NEUEHH. DTHHHI3CTPAANOI IIepBOHaYaibHO MeTaboaH3KpyeTes B XOKe
apOMATHYECKOTO THAPOKCHIIMPOBARKA ¢ 06pasoBaHHeM PasHOO0PasHBIX THAPOKCHIIHPOBAHHEIX U
METHITMPOBAHHBIX METaGONHTOB, KOTOPEIE MPUCYTCTBYIOT KaK B CBOGOAHOM COCTOAHUH, TaK U B
BUIE KOHBIOTATOB ¢ TIIOKYPOHHIAAMH H cylbgaramu. CKopocTs MeTaboMMYeCKOro BEIBEACHHS
STHHHIICTPAIHO/IA H3 IUIA3MEl KPOBH COCTABIIAET OKONO 5 MJ/MHH/KT.

OIUMHHAIMS

Hezozecmpen

KoHueHTpauss 3TOHOrecTpeNia B IUIa3M¢ KPOBM YMEHBIIACTCA B 2 CTANUH. 3aKMOYHTENbHAs

CTaguA XapakTepHsyeTca mepromoM monyeusenernus (T12), cocTapngoomum oxono 30 4acos,
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Jesorectpen H ero mMeraGONMTH BEIBOJATCA oqxauﬁ”m%ﬁwgtgm%u

npHMepHO 6:4.

Smununscmpacuor

KoHueHTpamua 3THRHASCTPAANONA B IUIa3Me KPOBH YMEHBILIAETCA B 2 CTAAKH. 3aKNMIOYUTENbHAA
cragusa xapaxkrepusyerca Tz okono 24 1acoB. B HeM3MEHEHHOM BHAE NPENIAPAT HE BBIBOSUTCH,

MeTabOMUTH STHHHISCTPAIUONA IKCKPETHPYIOTCA TTOYKAME M HMCPE3 KHIICHHHK B COOTROHNICHHH

4:6. T MeTaGOIHTOR COCTRBIIAET OKONO CYTOK. COTJACOBAHO

MUAHWUCTEPCTBOM 3IPABOOXPAHEHHAA
Kanrionecoe QOOTORmHE PECTIYBJIMKY BEJAPYCL

02ec TIpnias MURHCTEPCTRA 3APABOOXPAHEHUA
,lIes mpex Pecnyfarkn Benapych

Ha ¢apMakoXHHETHKY 3TOHorecTpena okasbiaerT BiuReHe I'CIII, wouuenrpauus xoroporo

BO3pacTaeT IOA JAeHCTBHEM OSTHHWASCTpamwona B 3 pasa. [IpH exeaHEBHOM INpHeMe
KOHUEHTPALKA STOHOreCTpeNa B IUIa3Me KpPOBH YBEIHYMBAeTcd B 2-3 pasa, AOCTHras
[OCTOAHHOIO 3HA4YEHKA BO BTOPOH IMOJIOBHHE LIUKIIA NIPHEMa Npenapara.

Imununscmpaouon

PasnoBecHas KOHUEHTpAUMS AOCTHraeTca nocme 3-4 gHel npuema, KOrja KOHUEHTPALM B

ruasMe Kpoeu Ha 30-40% npeBriniaeT KOHUEHTPALHKIO MIOC/E NPHEMa OAHOH O3B

6. PAPMALIEBTHYECKHE CBOMCTBA
6.1. IlepevueHn BCOOMOraTeNbHLIX BELIECTB
ansga-rorodepod,
MarHus cTeapar,
KPEMHHSR THOKCHI KOJUIOMOHLIH,
CTEAPHHOBAA KHCHOTA,
mosHaoH K-30,
KPaxMaJ KapTOhelbLHEIH,
NIAKTO35l MOHOTHIPAT.
IInenounas oborouxa:
OPOMHICHTIIHKOMNb,
makporon 6000,
THOPOMENIIO3a.
6.2. HecoBMeCTHMOCTE
He npumerumo.
6.3. Cpok rogHoCTH (CPOK XpaHeHn:)
3 roxa.

6.4, Ocofbie MepbI NPEAOCTOPOKHOCTH IPH XPAHCHEH
20
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[Ipu Temneparype ne shinte 30 °C p opurunansyoit maﬁmmwgﬂhﬂﬂ%ﬁu

SAUIUTHTH OT CBETA.
6.5. XapaxTep H coaepxaHAE MePBRYHOI yNnaKoBrH

ITo 21 teGnerke B Gnucrepe uz AVTIBX/TIBAX. Ilo | unk 3 6nucrepa B KapTOHHOH Mauke ¢

NMCTKOM-BRIAABILIEM. B KAPTOHHYIO NAvKy BIOKEH KapTOKKLIA nfiockki @A rdd (%
MRIHHUCTEPCTBOM 3OPAB! XPAHEHHA

6nucrepa. PECITYBJIHKH BEJAPYCh
Mpuxad MuHHCTEPCTEA BAPaBOOXPAHEHMA

6.6. Ocolble Mephl NpeIoCTOPOKHOCTH npH YHH Pecpybanxy Berapyce

JICKAPCTEEHHOr0 IpEeNAPATA MAM  0TX0A0B, MOJAYHEHHBIX MoCIe HPHMEHEHHN
AEeKAPCTECHHONO IpenapaTa, H Apyrue MAHHOYIANHHA € NPENapaToM

Ocobrie TpeboBauug OTCYTCTBYIOT.

7. REPAKATEJIb PETHCTPAITNOHHOI'O YIOCTOBEPEHHUA
OAOQ «egeon Puxtep»
1103 Byganeurr, yn. JJgmpésn, 19-21, Benrpua
Tenedon: +36-1-431-4000
Dnexrponusii axpec: drugsafety@richter.hu
7.1. IIpeacTaBHTENRD AEPIRATENA PerucTPALHOHHOIO YAOCTOBEPEHHN
TIpetersuu norpeduTeneit ceayeT HaUpaBaATh IO ApECY:
Poccuiickas Qedepayus
Mockosckoe [Ipencrarurenscteo OAO «['eacon Puxrep»
119049 r. Mocksa, 4-it loGpsIHHHCKHI IEp., oM 8
Tenedon: +7 (495) 363-39-50
OneKkTpoHHEM anpec: drugsafety@g-richter.ru
Pecnybnuxa Apmenus
Tpeacrasurenscteo OAO «eneon Puxtep» B Pecniybiuke ApMenns
0010 r. Epesan, yn. 3axsHa, 1. 2
Tenedon: +374-10-53-00-71
DnextponHkii anpec: drugsafety@gedeonrichter.am
Pecnybauxa Benapyce
Tpeacraeurenscteo OAO «eaeor Puxrep» 8 Peciyfnrke Benapych
220004 r. Munck, np. [lobeaurene#t, nom 5, opuc 505
Tenedon, dake: +375-17-272-64-87
Tenedon, daxc: +375-17-215-25-21
SnexTpoHHHIH aapec: drugsafety.by@gedeonrichter.eu

Pecnybnura Kazaxcman
21




AN-~B000130-F 1 -BY

COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 07.09.2023 K= 17383

Mpexcrasurenserso OAQ «eneon Puxtep» B PK (MOCNEOOBATENEHOCTL 0003)
050008 r. Anmarser, yn. Tone Bu 187

Tenegoun: +7-(7272)-58-26-23 (NpeTeH3UH IO KAYECTBY)

+7-(7272)-58-26-22 (hapmaxorapzop), +7-701-787-47-01 (papmaronansop)

DnexTponHslt agpec: info@richter.kz; pv@richtergedeon.kz COTJACOBAHO

MHHHCTEPCTBOM 3JPABOOXPAHEHUS
PECITYBJIHKH BEJIAPYCh

ITpusxas MUHKCTEPCTRES 3XPAROOXPAHEHMS
Pecnybauku Beaapych

Kuoipevisckaa Pecnybauxa

ITpencrasurenscteo OAO «'epeon PuxTep» B Kuipreisckoit Pec

720005 r. Bumxex, yi1. Mrembepauesa, 1 "A",

6usnec neHTp «ABpopan, oduc 703

Tenedon: +996-312-98-81-16

OnektporEbH appec: drugsafety.ky@gedeonrichter.eu

8. HOMEP PE'HCTPAIIMOHHOIO VIOCTOBEPEHUS
JI1-Ne(000130)-(PT-RU)

9. IATA IEPBHYHOM PETMCTPALIMH (NOATBEPKIEHAA PETHCTPAIIMH,
TIEPEPETHCTPAIUH)

Hara nepeoii pernctpanun: 4 derpana 2021

10. IATA IIEPECMOTPA TEKCTA

OfImas XapakTepHCTHKA JIEKAPCTBEHHOro NpenapaTa Perynon Doctynka Ha MHGOPMALHOHHOM
noprane Eapaiuitckoro 3KOHOMHYECKOTO COI03a B MH()OPMALMOHHO-KOMMYHHKALHOHHOH CETH

«uTepHeT» https://eec.eacunion.org.
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