COCTBETCTBYET 3KCNEPTHOMY OTHETY
ot 13.12.2022 N= 28720
(Bxopswwit M3 N=4221333)

MHHMCTEPCTBO 3[IPABOOXPAHEHUA POCCHIUCKON ®EEPALIMH

HHCTPYKLMS
MO MEAAITMHCKOMY [TPUMEHEHHIO JIEKAPCTBEHHOTO ITPETIAPATA
3097I1®

Perncrpausonusiii wosep: JI1-001621

Toprosoe nammenosanue: 30314 -

Mexayuapogaoe HETATEHTOBAHNOC nan FPYNNHPOBOYHOE HAHMEHOBAHAE:
HOMEMICTPOJT + 3CTPaanon

Jlexkapersennas dopma: Tabierkn, NOXPHTLIE IUIEHOUHOH ofonoukol

Cocras

Ja mabnemok, codepicanwiux delicmeyouue sewecmaa

| 6enas Tabrerka, NOKPHITAR VICHOUHOH 0DONOYKOMH, CORCPKHT:

deticmeyiowue sewecmea: Momeractpona auetar 2,50 mr, scrpaguona remuraapar 1,55 mr
(akeusanesTHo 1,50 Mr acTpanuona);

gcnoMozamensnme  sewecmsa;  naxroasl  moHorsApar 57,71 mMr,  ueumoaoza
MHKpoxpreTanangeckas 14,00 mr, kpocnosuaon 2,40 mr, Tansk 0,70 Mr, marwes creapar 0,70 mr,
KPeMHHA JIMOKCH/ Xomonaneil 0,44 Mr;

nmiewounan oborouxa; Onappait 11 Densiit 1,6 Mr, copepinT nomerEmAoBLE cnnpr 0,64 wr,
miTana auoxc 0,40 mr, makporon-3350 0,32 mr, Tanbk 0,24 mr,

Jnn mabaemox, ne codepacaugux deqcmeylowue seuecmsa (naagebo)

| xenras rabueTka, NOKPHITAL TUICHOUHOH 000A0YKOMH, CONCPRHT:

ECNOMOZAMENsHNE  eewjecmeq;  NAKTO3W  MoHormapar 61,76 wmr, nemnososa
muxporprcTaammyeckan 14,00 mr, kpocnorwion 2,40 mr, Taask 0,70 mr, marans creapar 0,70 mr,
KPeMHKS AHOKCHA Kowonansii 0,44 mr;

nienounas obonoyxa; Onanpaii [l senrsiil 2.4 Mr, COAEPKNT NOAMBHHINOBEIR crHpT 0,96 M,
marana groxcua 0,58 mr, makporon-3350 0,48 mr, ransx 036 Mr, KpacHTens Kesiesa OKCHI
senreii 0,016 mr, kpacuTep xene3a okcny) yepunii 0,00024 mr.

Ouncanne

Hn mabaemox, codepicawiux oelcmayroniue sewecmea

Kpyrisie ABOAKOBHITYKIbE TAOACTKH, NOKPHTBIC MICHOUHOH 060104KoH OT Benoro 40 mouTH
Ges10ro upeTa, ¢ rPaBHPOBKOI «ne» C JIBYX CTOPOH, UBET APA HA paipe3e OT HEJ0ro 10 NouTH
fenoro.
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Jnn mabnemox, ne cooepicauqux delicmeyiougue eergecmea (nrayedo)

Kpyiisie ABOAKOBRNYKXTNC TAOMCTKH, MOKPEITHE NiexovHoll ofonoukofi #earoro upera, ¢
TPABHPOBKO# «p» € ABYX CTOPOH, 1(BET S/Ipa Ha paspese ot Gesoro Ao nouTH Genoro.
@apMaKoTepANCETHYECKAS IPynna

KouTpauenrienoe cpeacTso KomOHHHpOBaHHOE (3CTPOreH + recraren).

Kon ATX: GO3AAL4

dapmaxonornyeckne csoficrsa

Oapnaxoounmuxa

HoMeracTpona aueTat — 970 BHCOKOCCNCKTHBHEIA recTareH, ABMAIOUHACA IPOHIBOAHKIM
€CTECTBEHHOTO CTCPOMIHOTO TOpMOHa nporectepona. HoMeracTpona aleTaT HMeeT BHPAKCHHOS
CPOACTBO K HYEMOBEUCCKOMY PEUSITTOpY NpOrecTepoHa, 001aZaeT AHTHTOHALOTPONMHOM
AKTHBHOCTEHIO, AHTHOCTPOreHHO AKTHBHOCTHIO, ONOCPEAOBAHNON PELIRNTOPAMH TIPOrecTepOHa,
YMEPEHHOH aHTHAHAPOreHHOH AKTHBHOCTBIO M He ofnajser 3CTPOreHHON, AMAPOreHHOM,
IIOXOKOPTHKOMAHON H MHHEPANOKOPTHKOHAHOI AKTHBHOCTHO.

B cocras mpenapara 3o0an4® sxogur 17f-0CTpaguon — HCTPOreH, HACHTHYHEIN JHAOTCHHOMY
yenopedeckoMy 17f-scrpasmony (E2). B orTiHYHE OT ITHHHAICTPAAHO/A, KOTOPWH BXOJHT B
cocTag Apyrux xoMOHHHPOBAHHLIX opanbHLIX KoRTpauenTisos (KOK), E2 me mveet sTHHIABHOM
rpymibl 8 17a nosoxenun. [Ipy npuMeHenHH npenapara 30amu”® cpenane komuenTpaiym E2
COMOCTARMMEL C TAKORBIMK B HauansHoH dornmxynsproi dase n nmosane#l dasze xenToro Tena
MEHCTPYAILHOTO UHKAA (oM. mogpasme « DapMaxoKHHETHKEY ).

Kontpauenmiasii deext nperiapata 30ann® ofycrorinen konGurauueii pasanausix Gaxtopos,
Haubosee BAKHHIMH M3 KOTOPHIX RBIASKOTCH MOJABICHHE ORYNSIMH H HIMEHEHHE BAIKOCTH
Cexpera ICHKH MaTKH.

B ABYX PAHIOMH3HMPOBAHHBIX OTKPHTHIX CPABHNTEIBHBIX HCCHCAOBAHMAX SDPEKTHEHOCTH H
GezonmaciocTH Gonee yem 3200 xerums B Bozpacte 18-50 ner npusimany npenapar 3oamn® B
Teyenne 13 nocneposarensuuX uHKIos ¥ Gonee wem 1000 xeHIHE NPHENMATH KOMOWHALMIO
napoctuperoH (3 mr) / amrrnactpaguon (30 Mxr) no cxeme npuema 21/7.

B rpynne, npunmmasieii npenapar 30au®, o6 ypenHuennn Maccw Teaa coodmanock v 8,6%
acHwmH (B rpynne cpabHemua - 5,7%), O HCPCryNADHHIX KPOBOTCHCHHAX «OTMCHBIN
(npennvymecTseHo 06 OTCYTCTBHA xpochmix «oTMeHR») coobmanocek y 10,5% sennmu (B
rpynne cpasuerus — 0,5%), 06 akne —y 15,4% xennun (B rpynne cpasseHnd — 7,9%) (em. pazjen
«IToBounoe neiicTemen). OuenKa pasBHTHA axHe NpH NpHeMe mpenapata 30au® B apyrom
HCCHE/IOBAHMM NOKAzana, 410 v GonbmuicTRa wenumn (73,1%) we wabmonanock M3MEHEHMI

COCTOAHMA 110 CPABHEHHIO C COCTOAHMEM 0 Hayana nevernus, y 16,8% wenmmu sabmoganoce
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ynyumenne cocrosuus ¥ y 10,1% ennpin 65110 OTMEUCHO MOARACHUE HAN YXYAUIEHHE TEHEHAA
axwe.
B KIHHKYeCKOM Hecnetokamuy iperiapata 3onu®, nporenennon & Ezponefickom Cotoze, Asnm
¥ Asctpanum, GLUIM paccuMTanLl CleAyloLHe nokasavensd uegexca Ilepna s sospacruoit
rpynnat 18-35 ner:
Headwpextnenocts merosa — 0,40 (pepxuas rpanuua 95% norepurensHoro uHrepsana 1,03);
Headupexruesocts Metoa i omnbxa naupenta — 0,38 (sepxnas rpammia 95% nopepureasHoro
uHTepaana 0,97).
B kmmmtucckoM necneposasmy npengpara 3oonu®, nposesennom 3 Coepmsenumx [lrarax
Awmepnky, Kanage u Jlamnnckolt AMepuKe, GhUmH paccunTans CASAyONMe NOKAATEIH HHICKCR
[epaa nna sospacrroi rpynnu 18-35 ner:
Headdbexrusuocts MeTona — 1,22 (Bepxsan rpannua 95% nosepurensioro unrepsana 2,18);
Headdexruprocts MeToaa u owmGka naumeHta — 1,16 (Bepxaan rpanuia 95% posepurensnoro
uurepeaia 2,08).
B paHioMHIHpOBAHHOM OTKPEITOM HCC/ICA0BANKH 32 JKeHIHAK NOTYYanH npenapar 3oonu® na
npovikeHiK 6 wikaop, Tlocne npexpamerus npuema npenapara 30214” BOCCTAHOBAEHME
_OBYAAUMK B nepseie 28 aueit nociae npuenma nocieHei rabnerky nabmoaanocs y 79% menumi,
DonneBaR KMCA0Ta RBAACTCA BAXHLIM BHTAMMHOM Ha PAMNAX CPOKAX DepeMerHoCcTH. Bo Bpems
nprema npenapata 3oauK”® koxuenTpanns GomHesolt KHCIOTH B IUTA3Me KPOBH HE HIMEHSCTCA H
ocTaeTes Ha 6a30B0M YPORHE B TEUEHME 6 1OCHE0BATENEHEX MECALICR IPHEMA NPENapaTa.
B panzoMH3HpOBaHHOM OTKDBITOM CPABHHTCIBHOM MCCICIOBRHHN NPOAOUKHTENBHOCTRIO 2 1042
npu npiene npenapata 300an" JkeHMHaMi B Bospacte 21-35 Jer HabmoOmANOCH OTCYTCTRME
KIHEHYCCKH 3naunMore »pdexra npenapara 300in® Ha MMHCpPAABHYIO MIOTHOCTH KOCTHO#H
TKAHH.
buA0 MpOBCACHO  PAHAOMM3MPOBAHHOE OTKPAITOC  CPABHMTCARHOC  MHOIOLEHTPOBOE
HCCIGHOBAHKE A OLCHKH BIHAHHA Ipenapata 30914" Ha NapaMeTPH CBCPTHIBACMOCTH KPOBH,
nemnsii poduns, MetadonnIaM yriepoAos, QYHKIHOHATLHO COCTOAHRE HAANOYCHHHKOE H
IMHTORHAHOMN KEIE35I, & TAKKE HA KOHLUCHTPALMIO AHAPOIEHOS,
60 wernps B Boapacre 18-50 ner npurmumany npenapat 3oaan™ B Tevenie 6 HOCHEAOBATENEHEX
uukios. B KITHHHYIECKHX HCCTE0BAHNAX Ghio YCTaHORIENO, 9TO NPH IpHeMe npenapara 300au™
HHCY/IHHOPEIHCTEHTHOCTE ¥ TONEPAHTHOCTE K [AIOKO3® He WIMEHLIHCH, @ Takke He Onmo
BRIABICHO KIMHHYECKH 3paunMeIX dbdexron Ha merabommsm nmnuaos ¥ remocras. [Ipwem
npenapata 30014® yBeaHYHBAT KOHIEHTPALHH GENKOB-IEPEHOCYHKOB THPOKCHH-CBA3KIBAIOMIETO
raobynusa (TCI') 1 koprikocrepou-cegapeaiomero raobymuua (KCI). Ipy npueme npenapara

Joau® HeIMAMMTENLHO YBEIHIHBAIACH KOHLEHTPALHA rNo0y/IHHA, CBA3LIBAIOWICIO MOJOBHIC
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ropmorel  (I'CIM), # 3HauuMTeNsHO  YMEHBUIATHCH KOHUCHTPAIMK  AHAPOCTEHIHOHA,
JerHAPO3IHAHIPOCTEPOHA, 061Uero i cBoSOINOr0 TECTOCTEPOHA. B KNMHIHCCKOM HCc/ e JOBANHH
y rpynnel weRmuH (n=32) nocre 13 UMKIOR TpHeMa mipenapara 3oanm® we naGmonanocs
NATONOIHYECKHEX HIMEHOHHH [IPH MMCTONOTHYCCKOM HCCACAOBAHMM JHIOMETPHA.
Heniu
Jannrie 06 sddexTurHocTH ¥ GE30NACHOCTH ¥ NOAPOCTKOR B Bo3pacTe 10 |8 ner oTey1eTRYION.
Joctyntsic hapmakoX#HETHHECKHE AAHHEIE ONHCAHEI B MOApa3enc «DapmMaKoKHHETHRAY.
Dapmakokunemuxa

R mam
Abcopbyun
Homeractpona auetar OHCTPO BCACHBACTCA NOCAE MpHeMa BHY Tps. [Toce 0HOKpaTHOrO NpHeMa
MaKCHMANLHAA KOHUEHTPALMA B [LUTA3ME COCTABAACT OKOMO 7 HDMA M socTHraeTes yepes 2 4.
AGcomoryas GHOAOCTYIHOCTE 110C/E OQHOKPATHONO npHema coctasanet 63%. Tlpuem nuum ke
OKA3LIBAST KAHHHYECKH IHAYHMOTO BIHAHHA HE GHOAOCTYITHOCTE HOMEISCTPOAA aleTaTa,
Pacnpedenenue
Homerscrpona anerar akTHBHO CBA3BIBAETCH © ansOymusom (97-98%), HO He CBA3IWBACTCA C
[CI wan KCT'. Kamyuuiics o0peM pacnpejefeHds HOMErICTPONA aURTATA B PABHOBECHOM
cocToAHMK cocTapaset 1645 4 576 n. |
Buompancopmayus
Homeractpona auerar meraoMuInpyercs 10 HeCKONBKHX HEaKTHBHEIX MHAPOKCHIHPOBAHHBIX
merabonnros nog gelicrenes modepmentor wroxpoma P450 neuenn, s ocnosiom CYP3A4
CYP3AS; takke BosMoxHo ywactwe B merabommame wiodepmenror CYP2CR u CYP2CIO.
HomeracTpona aueTar ¥ ero rHAPOKCHAHPOBAHHEC MPOH3BOAHEIC NOABECPrAIOTCA BLPLKCHHOMY
seTabomusay Bropoii ¢ass ¢ o0pazoBAHHEM TIOKYPOHHAHBIX M CY/bDETHBEIX KOHBIOTETOB.
Knmpenc 8 paBHOBECHOM COCTOSHHH CocTapaseT 26 n/u.
DRUMUNAYUR
Ilepnon monysusenesms (T12) B paBHOBCCHOM CoCTORHMM cocTarmieT 46 4 (or 28 no 83 «).
Ti2 MeTaboaHTOR He YCTAHORAECH.
Homeracrpona anerar BesoaHIcs NoYKanu K gepes knmeyusx. [puvepno 80% a03m BuBOAHTCA
MOYKAMH M HEPE? KHINEYHUK B TeqeHre 4 Hel. HomeracTpona aueraT npakTH4ecKu noaocTrIo
pamoauTes B Tedenne 10 queil, Bupenerue uepes KHIICYHHK NPEBHINACT BHBCACHHE MOUKAMH.
Juneiinocme
JlnneHHOCTs PAPMAKOKHHCTHKH B 3ABHCHMOCTH OT A03W oT™Meyanach B jmanasoue 0,625-5 mr

(ouenmBanacy VY AXCHIIHH PETIPOAYKETHBHOID H MOCTMCHOTIAY 3IRHOTO DOGP&CR).
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Pagnogecuas Konyenmpayus

[CIIIC He oxaswsaeT BAMAHAA HA (APMAKOKMHCTHKY HOMEracTposia auerats. PasnomecHas
KOHUEHTPALIHA J0CTHTaeTes uepes 5 nuedl. CpejiHss XOHUSHTPALKS B PABHOBECHOM COCTOAHMM
cocrassser 4 ur/vil. MakCHMaNLHAR KOHUCHTPALMA HOMEr3CTPO/A GLETATA B M1a3Me COCTARMSCT
oxoo 12 ur/ss u gocTrraercs depes 1,5 ¥ nocse npucMa npenapara.

Baaumodeiicmeus

In vitro HOMEr3CTPONE AUCTRT HE OKA3LBACT CYWECTBENIONO WHAYILMPYIOUIETD AN
MHIHOHpYIONIero AcHcTEHA Ha w3odepMenTal iToxponma P450 1 ne saumoscicTeyeT ¢ Beakom-
TPAHCTIOPTEPOM FAHKOIpoTeHHa P.

e won

Abcoptyus

DcTpaanoil NOABEPraeTCs BLIPAKEHHOMY METab0IH3IMY NPH «TICPEOM MPOXOKACHUU» Yepes
IeycHb TocHe npuema BHyTps. AGcomoTHas OHoaocTYNHOCTE cocTasnier okono 1%. [Mpuem
TTHIIM HE OXA3BIBACT KIMHHUECKH SHAYMMOTO BAMAHKS HA OHOJOCTYIHOCTH SCTPATHOIA.
Pacnpedenenue

PacnpeacieHue 3KIONEHHOr0 M IMAOTEHHONO ACTPAJHONA CXOQHOC. ICTPOTCHM AKTHBHO
PACTIPEAEAKIOTCS 110 Beemy opraduamy. HX koHueHTpainn oORMHO BUIE B OpraHax-MHIICHSX
NeA0BHX TopMoHOB, B xpoen acrpammon ceszneacrea ¢ FCIIT (37%) u ansOymunom (61%), u
TOABKO 1-2% 3CTPaZHOna UHPKYIHPYET B HCCBA3AHHOM BHIL.

Buompancdopmarnun

DK3IOTCHHBH muon aKTHEHO MeTaboamsnpyercs nociac npueMa sHyTph. MerabommaM
IK30MeHHOTO M HHIOICHHOTO 3CTPAAMONAa CXOAHBIA. Derpamos ORICTPO [PEBpAlIAeTcs B
HECKOJBLKO METaDOIHTOB B KHINCHHHKE H MCYeHH (B OCHOBHOM B SCTPOH), KOTOpHE B
NOCHCAYIONEM KOWBIOTHPYIOTCA H NOABEPrAlOTCA  KHIICTHO-TICYCHOWHON  PCUMPKYIRLHMN.
Hmeercs IMHAMHYECKOE PABHOBECHE MEXIY ACTPAAHONOM, ICTPOHOM H 3CTPOH-CYAbdaToM 3a-
CHET  AKTHRHOCTH  PAaMMYHEIX  (EPMEHTOB,  BKIOYAA  ACTPAAHOMIESTHAPOTEHA3E,
cynsforpancdepasst # apuicynbparain. OKHCAEHHE SCTPOHA H SCTPALHONA NPOHCXOMNT MO
nefictemem w3ohepmenton uuroxpoma P450, B ocnorrom CYPIA2, CYP1A2 (sHe mevenw),
CYP3A4, CYP3AS, CYPIBI u CYP2C9.

Inumunayus

Octpasmon OHICTPO BHIBOAMTCS M3 KpoeW. 3a cuer MerabonuiMa M KHIIEYHO-TIeYeHOYHOH
PCLUMPKYAANMKA MMCCTCH OOMBINOH MY UMPKYAHPYIOUWMX CYAR(ATOR W CAOKYPOHHIOB
scrporesos. B peayaprare Tin 2CTpagHona, CKOPPEKTHPOBAHHBIA € YYETOM HCXOAHOTO
HOKA3ATENIA, BAPLHPYETCA B IMPOKMX Mpeaenax | coctanaser 3,6 + 1,5 4 noc/ie BHYTPHBEHHOTO

BSCACHHJI.
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Pasnosecnan xouyesmpayus
MaKCHMAIBHAS KOHICHTPALMA 3CTPAHONa B IasMe KpoBH coctaasser okono 90 noMa
pocrHraercd yepes 6 u nocae nprema. CpenHite KOHIGHTPAIHH B 71a3Me KpoRK — 50 nrivL
JlanHBIc KOHUCHTPALMH 3CTPAIHONA COOTBETCTRYIOT TAKOBHIM B HA4YambHOW W nozjued dasax
MEHCTPYANBHOIO IHKIIA,
¢ nbi

Hemu
DapPMAKOKHHETHKA HOMEr3CTpOna ameraTa (MEPBHYHAA [E/b) MOCHE OJHOKPATHOIO MPHEMA
piyTph mpenapata 3osan® Ghuia COMOCTABHMA Y 3MOPOBHX JICBOYCK-NOAPOCTKOB MOCHe
HACTYIUICHHS MCHapXC M ¥y B3pociuix xenupui, OIHAKO NMOCAC OHOKPATHOID HEPOPAALHOID
OpHeMa IKCTIOSHIMR 3cTpanmona (RropuyHas uens) Ouina wa 36% HwKe Y NOAPOCTKOB MO
CPABHEHHIO CO BIPOCABIMH. KAHHHYECKAR JHAYHMOCTE JAHHOTO PE3Y/IHTATA HEHIBECTHA.
Hapywenue gynxyuu novex
Brusue 2a6onesannii novex na GapMaKoKHHETHKY mpenapara 30001 He H3yua10Ch.
Hapywuenue ¢hyuxyuu nevenu
Bawnsnne sabonesannii nevens 1a dapMakoknHeTHKy npenapata 3oann® ke usyuanocs. Ojnaxo
¥ NAUMEHTOK ¢ HapymeHHeM QYHKUMHM MEUCHH BOIMOKHO yXy/ALICHHe MeTabOoTHIMA NONOBHIX
TOPMOHOB.
Omueckue 2pynnnt
dapmakokuHeTHRa npenapata 3oouu® y npencrasuTeneii STHHUSCKHX TPYTII CHCHMAIBHO He
H3Y4aJack,
MNokasanus K NPAMEHEHHI)
Konrpaucniss. -
Pemetse 0 HasHascHny npenapara 303a4® fokno GHTH NPHHSTO ¢ YUETOM CYICCTBYIOMMX
daxTopos pﬁcxa B HHAMBWIYATEHOM 1OpH/Xe, 0COOEHHO C YUETOM PHCKOB, CBA3AHHMX C
BeHo3HO TpoMBoombGoaneit (BT), 1 conoctapnenna pucka BT npu npueme npenapara 300 ™
¢ JApyrvMu KoMOHHHpOBaHHLIMH ropstoHansHEMK KoTpaucnTeamu (KI'K) (om. paspenst
allporneonokasaHuay, «Ocobsle YKaIaHan ).
Tporusonoxkasanns
KoMOHHHpOBAHHBIE TOPMOHANBHBIC KOHTPALICTITHERL HE CIACIYCT NPHMEHAT: NPH HAMYHH
NEOGOT0 M3 NEPEUHCICHIBIX HIDKEe COCTONHMI/3a00neRanmi. B ciiyuae BOIHUKHOBEHHS THODOI0 H3
ITHX COCTOREMIVab0enanui B NepHON NPHMCHCHHA penapata 3oamn™ ccayer HEMEAIEHHO
MPCKPATHTE NPHEM Npenapara.

*  [HREPIYBCTBHTENRHOCTE K MOOOMY AcHCTBYIOUWEMY HIH BCAOMOraTeALHOMY

semiecTBy npenapata ozan®.
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«  Hanwume wiw prck posHuxeopenns BT

Benoanas TpomGoambosma — rexyimas BT (4a anmukoaryianTax) win BTD s
anamHese (Hanpumep, TPoMBo3 ryBOKHX BeH MK Jerouras sMO0nHs);
BrganesHas HACNSACTBEHHAS AN NPHOOpeTEHHAA NPEAPACTIONOKCHHOCTE K
BeHO3HON TPoMGOIMOOIHK, HAIPHMED, PEIMCTEHTHOCTE K AKTHBHPOBAHHOMY
nporenny C (APC) (srmovas sytammio daxropa V Jleiiaena), neduumr
armirpomGuua 111, gedmumr npotenna C, aeduipr nporerna S;

Cephe3nme XMpYPIHYECKHe BMELIATSILCTEA C AUMTENsHOH HMMobHIBaLmel
(cm. pasnen «Ocobsie yKazauuay);

Buicoknii pHCK BeHO3HOM TpoMOCOMOONHH H3-3a HANHYMH MHOXKECTBA

daxropos prcka (oM. paznen «Ocobsie yKasaHuA»).

«  Hanuuwe WK PUCK BOZHUKHOBEHWA apTeprambHoi TpomGoamGosmuu (ATI)

Aprepnanssas  tposmGosmbonus — Texkymas AT, ATD B awammese
(HanprMep, MHAPKT MHOKAPIR) WM IPOIPOMATBHOC COCTORHME (HANPHMED,
CTEHOKAPIHA);
Hapyiuense MO3roBoro KpoBoOOpamicHHA — TeKyumi HHCYJIBT, HHCYABT B
aHaMie3’e MAHM  UPONPOMANBHOE COCTOAHWE (HanpHMep, TPaH3MTOPHAaS
HIICMHYCCKAA aTaxa);
BrisaicHHan HACHEACTBEHHAA WIH NpHOOpETeHHas NPEaPAcnoNOKCHHOCTS K
AT?S, HanpaMep, MHMEPrOMOLIMCTEHHEMHA WK HATHIHE aRTHOOCHOTHIMHRX
anTHTe! (AHTHTEIIA K KAPANOJIHIMHEY, BOIMEHOYHEH AHRTHKOATYJIAHT);
Murpess ¢ 04aroBEIMH HEBPOJIOTHYHCCKHMHE CHMITTOMAMME B AHAMHEIE,
Bricoxkulf puck Bosamomx ATD uz-3a HanM4us MHOKECTBA (axTopos
prcka (cM. pasen «Ocobuie yKalauWa») WIH OIHOMO CCPEE3HOTD taxropa
pHCKa, HANMPHMEP:

* caxapHbii AHA0CT C COCYMCTHIMM CHMITTOMAMH,

o rEenas popMa rHNepPTOHHYECKOi DONCIHM;

* TRAKCNAR JUCTHIIONPOTCHHEOMHA.

»  [Tankpearr ¢ THKENON MIEPTPUITHUEPHACMHEH, B TOM YHCIIC B AHAMHE3E.

*  Tamensie QIGOIIGBSHHS NeYeHH, B TOM HHCAC B aHAMHEE, A0 HOPMATH3AUHH

noxasarencii QyHKUMH NCYCHY,

»  Onyxonw medenH (IOKAYCCTBEHHME MK AO0POXKAYECTEEHHEE), B TOM 4HCIC B

aHaMHese,

*  Hssecrnsie nin NpeAnONAracMsle NOPMOHO3ABHCHMBIC FTOKAYCCTECHHLE ONTYXOIH

(HanpHMeEp, NONOBLIX OPrAHOB WIH MOJOMHON HKEAC3hl).
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MeHHHTHOMA B HACTOALEE BPEMA HITH B AHAMHE3C,

VCTaHOBNCHHAA WK NpenonaraeMas  OepeMCHHOCTL, MNEPHOA  IPYAHOrO
BCKAPMITHBAHHA,

Jedspr  NaKTasel, HEMCPEHOCHMOCTE  JAKTO3H,  TIOKO30-IAIaKTOIHAS
mansabeopOuma.

BariHATHHEIC XPOBOTEHEHIA HEACHOH JTHOMOTHA.

O1cyrersyior ganHsie 06 aphexrusHocTst ¥ 0E30NACHOCTH TIPHMCHEHNA Npenapara 300mu”® y

HEBOYEK-TIOOPOCTKOB B BO3pacte 1o 18 mer.

C 0CTOpPOKHOCTHIO

Mpi Hanuued MOOKIX M3 [CPEUMCACHHBIX Hipke cocrosmuil, saboncsanwi, (axropos prcka

CACAYET OUEHHTS 0AK3Y OT NPHMEHeHHA npenapata 303/u” ¥ BOIMOKHEE PHCKH LIS KKIOH

OTACMBHOMN MHCHIIAHEL DT0 caeyeT 0bCY IHTS C KEHILHHOM eIIe IO TOTO, KaK OHA HAYHET MIPHeM

npenapara 3oanu®. Jlonoanwrensras mudopmaas conepantes B pasaene «Ocobsie yxasanuay.

B caywasx yxXyAlwesns, oDOCTPeHHA WIH BOSHHKHOBCHNA BIEPREIC MOBOrO 13 3THX COCTOAHMH,

sabonesanuit, aKTopos pHCKa KEHIIMHE CeAyeT OOPaTHTECA K BpaYy JiA pelueHna BOIpoca o

BOSMOKHOCTH AANBHEHIIEID NPHMEHEHNHA Ipenapata 300an™,

Caxaprmit nuaber 63 nopakerus cocyos.

Tsoxenas QenpeccHs WK HAIMYHE 5T0r0 2a00/1CBAHKS B aHAMHEse,

CHcTeMHAS KPACHAR BOAYAHKA.

Boneans Kpona.

AsseHHBI KONMHT.

Hapymenns QyHKIHA NCUCHH.

THOEPTPHTIHLCPHACMHESA, B TOM THC/IC B CEMCHHOM aHaMHese.

Daxropsl pHCKa nesmideckol Donesus cepaua (OXHPCHHC, APTCPHATBHAR
FHOEPTEHINA).

Hammane s cemeftom anamnese B1D, ATD y Gparses, cectep wan y poaurencit 8
sospacte <50 et (oM. pasgen «Ocobbic yKasaHMA» ).

[Tocnepoaoroii nepHoA,

Miurpetis 663 09aroBOH HEBPOJIOrHYECKON CHMITTOMATHKH,

He ocnoxuennne 3a001eBaHUA KNANAHOB Cepua.

CeprnosnaHo-KAeTOMHAR AHEMHA.

Hacnegcraenniii aNrHOHEBPOTHYECKHIA OTCK.

Mopdupus.

Orocknepoa ¢ BapyImEeHHeM CayXa.

["epriec BO Bpems GEpeMEHHOCTH.
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+  Xopes Cunerrama,

* Bospacr crapme 35 ner.

»  Kearyxa WHIH 3y, CBAIAHHBIC C XONECTAIOM.

«  Xonenwruas,

«  Xaoazma.
Ipenapar 30ok”® A0/TKEH NPUMCHATECE C OCTOPOXKHOCTRIO MPH COBMECTHOM NpHMEHENHH ¢
KoMOMHALMER NEKAPCTECHHWX MPCIAapaToR  JUiA  JAeYeHHA Bapycworo rematura C
omGuTaceup/MapHTANPEBHP/pHTOHABHD ¢ Jpacalysnpom KM Oe3 mHero (cwm.  pasjeisl
«BaannoeHcTaie ¢ APYIHMH TCKSPCTRCHHBIMK cpetcTeamim i «Ocobue yrasanus»).
Mpumenense npn GepeMeHHOCTH H B IEPHO TPYIHOI0 BCKAPMIHBAHNS
EBepemennocmes
[Ipmmercane npenapata 3oone® nporwsonoxasaso 8 mnepuop Gepemensoctd. B cayuae
BOSHHKHOBEHMS GEPEMEHHOCTH NPH [IPHMEHEHIH NIpenapata 3031k™ CAeAyCT NPEKpaTHTh Npsen
npenapara,
B GoABMMHCTEE IMAACMHONOIMYCCKHX HCCHEOBANMI He DbUIO BEIABACHO YBETHMCHHA PHCKA
PA3BUTHS BPOKICHHHX NOpOXOE y jeredl, ubi marepn Ao Gepemennoctn npuamvamn KOK,
cozepwamue ITHHMzcTpaanon. [lpu cayyaiinom npueme B Havane Gepemennoctn KOK,
COACPAAIIHX ITHHUICTPRAMON, HE GBII0 OTMEHCHO TepatoreHtbiX sddexros.
UM&IOTCA OFpAHKYEHHbE KIHHHYCCKHC JAHHBIC OTHOCHTENBHO npuema npenapata 3oamu®
GepeMCHHEMY  KEHIHHAMHE, KOTOPHIC CBHICTENLCTBYCT OO0 OTCYTCTBHM HCKENATENLHONO
RIMAHMA NPENAPATA HA COCTOAHKC MI0JA WIH HOBOPOKACHHOTO.
B HCCEIOBAHHAX KOMOHHAIIH HOMETICTPOIA AUCTAT / SCTPAMON Ha NaGOPATOPHEX KHBOTHEX
Ot 3adHKCHPOBAHA PENPOAYKTHBHAA TOKCHYHOCTE.
TpH HOBTOPHOM HaYase NpHenma npenapara 30ou”™ cieayer YUHTHBATE NOBIICH B pick BTD
B MOCAEPOROBOM neproae (cm. pazen «Ocodrie yKkazauua).
Ipenapar 300an® npeamasHayvcs IR NPEAYNPEACHHA Hexeaarensioft Gepemennocts. Ecau
JKCHIIMHA XOUeT MPEKPATHTE NpueM npenapara 303a4”, arofsl 3abepeMeneTs, ClieiyeT IPHHATH
BO BHHMAHHC, YTO OBYJISUMA BOCCTAHABIMBACTCH B CpeAHeM depea 28 nuel mocne nocﬁe.tmcm
npuema TabneTkn npenapata 302am® (e, pasgen «apMakonorHueckie ceoicTsay, MOapasica
«DAPMAKOIHHAMHKAR ).
ITepuod 2pyono2o ecKapMaIueanun
KOK MOTyT OKa3siBaTh BAHAHHC HA JSKTAUMIO, TAK KAK OHM BbI35IBANT HINMEHEHHE KOIHYeCTsa H
cocTasa rpyanoro mosoka. Takus obpazom, uenonsiosanine KOK npoTHBONOKa3aHo 40 TeX nop,
MOKA KOPMANIAA MaTh NOAHOCTHO HE OTAYYHT CROEre pedeHKa OT TPY/AH, 8 JKCHULAHAM,

AHCHAOMHM KOPNNTE FPYABID, Cacayer NpeloAanTh mmpmmmmﬁ MCTOJl KOHTPAUCHIHIL.
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HeSoabimie KOTHYECTSa KOHTPALCTITHBHBX MONOBAIX rOPMOHOB Wiin KX MeTaboantor MoryT
NPOHHKATD B IPYAHOES MOJIOKO, OJIHAKO J@HHLIX 00 HX HCHC/IATCABHOM BIMAHHH HA 310POBLE
HOROPOKICHHOTO HeT.
Crnocof npumenenns 4 10361
[Ipenapar npeIHASHAYOH /1A TPHCMA BRYTPS.
Kax credyem npunusams npenapam 3o21u®
Tabnerss NPHEHMAIOT SKCAHCBHO B OJIHO ¥ TO JKE BPEMA JIHA HEIABHCHMO OT NPHEMA MHIIM B
NOPSAKE, YKS3AHHOM HA YNAKOEKE, NPH HEODXOMMOCTH 3aMUBaA HESONBIIHAM KOTHYECTROM
pogs. Cneayer NpHHEMETH NO. oaHOi TabneTke B AeHb B Tewehme 28 jmedi noapan. [prem
cenyeT naunHaTh ¢ Geneix Tabnerox, cofepuamux neficrsyomue semectsa. beaste Tabuerxa,
cofiepAaIIHe ACHCTBYIOMME BEUIECTRBA, NPHHHMAIOT B TeucHHe nepewix 24 axel. B Teuenne
NOCASAYIONHX 4 THCH NPHEMMAIOT KerTsle TabNeTKH, HE COACPRANIHS ACHCTBYIOMMX BELIECTR
(nnane6o). Ilpuem TadneTox M3 KaXI0A NOCASAYIOMWSH YIAKOBKH CICAYCT HAYHHATL Ha
CACAYIOIIMI AEHE NOCAE MpHEMA nocaeaHei TabneTkn ui upeﬁwmen VIIAKOBKH, HCIARHCHMO
OT HANHMMMA WIM OTCYTCTBHA KPOBOTCHCHMA «OTMeHED. KpoBoreuesue «OTMEHE» OOBIMHO
HauKHacTeA Yepes 2-3 IHA Nocne npHeMa nocaeaneit Genoit TabaeTku # MOKeT He PEKPATHTHCA
K Hagany opuema TadneTok M3 cueayomedt ynakosxke. JlononHarensHas HHGOpMAanms
npencragnesa B pasgene «Ocobpic  ykasauma», nojpasgen «Hasmenenua Xapakrepa
MEHCTPYALHI.
Ocobisie zpynnsi Rayuenmos
Ha, y
Jlamueie o mprMeHcHI mpenapara 3024* y NAUMEHTOK © MOYEUHON HEJOCTATOMHOCTBIO
OTCYTCTBYIOT, OJIHAKO BAMAHME NOYSUHOH HENOCTATOYHOCTH HA BHIBCACHHC HOMETICTpOAd
S1CTATA M 3CTPAANO/E MAJIOBEPOATHO.
Hapywenue gynxipn nevenu
Bamsanue 2abonenaniii nevexn Ha GapMaKoKHHCTHKY npenapara 3oouu® ne wywanocs. OZHaKo
NOCKONSKY Y NALMEHTOX C HApYIeHKMeM QYHKIHK NCUCHN BOIMOXHO yXy/uleHHe MeTabommima
MO/IOBEIX TOPMOHOB, NPHMEMEHHE NPENAapaTa 300AK® Yy [aHHON TPYINsl HALMENTOK Me
PEKOMEH/IYETCH 10  HOPMAIH3alUMM  nokasarcacit  dysxumm  nesewn (oM. pasgen
allporsonoxasamiam ).

emu
BesonacHocTs # 3dupeXTHEHOCTE ¥ NOAPOCTKOB B nosbac'rc 10 18 ner ve yeranornenst., [Ipenapar
Joanu® He npeaHaIHaYeH 114 AeTell M MOAPOCTKOB IO HAYAAA MEHCTPYAIlHH.
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Kax credyem nawunams npues npenapama 3o3u®

e KORmpayenmuast ne np

[IpreM Tab/NeTOK CACAYCT HAYATH B MEPBhIH JEHE MEHCTPYATLHOTO 1IHKNA WEeHIIMHE (B nepBhii
ACHb MCHCTPYANLHOIO KpOROTeueHHS). B aToM caywac npuMeHcHue AONOMHHTENLHLX
KOHTPAUCHTHEHEIX cpeacts He TpeOyercs. MokHO Hauars npuem Tabaerox M co 2-5-ro gus
wakna, B Takom ciaydae B TeyeHe TMEPBEIX 7 JHel npaema TabneToOK PEXOMEHAYETCH

NOMONHATENLHO MCIONLI0BATE GaphepHBIH METO KOHTPAUCTILIHIT,

an m, 20 RIACHR

JeHIMIe KenaTebH0 HauaTh mpues npenapara 3oanm® Ma creayowuit aeHs noce nprema

nocnexsel TabaeTky, conepkatieit AeHCTRYIONME BEIECTRA, HO HE I03/IHEE YeM Ha CeayIommii
AcHb N0CAE 3aBePIICHRA 0OEIMHOTO HHTEPBANa MCAULY IIHEAEMH HAH NpHEMA rabnerox niauebo.
Ecny XeHUHHA NOMb30BANACH BarMHANBHEM KOJBUOM MM TPAHCACPMANBHEIM [LIACTRIPSM, TO
HAYHHATE NPHeM NIpenapata 30211 KenarensHO B ICHD MX YAAICHMUS, HO HE NOIAHES, YeM B JIeHb,

KOrjla crefosano OB BRECTH HOBO® KONBLO HIH HAKNCHTS 0‘10])01!}!0“ NAacTsiphb.

¢ MBI 1AU 20PMOHO-CO0E ue 61 AMOYNIbIC

KenmmHa Mmoxer B moboit JeHs Npekparis pHeM TableTox, COACPKAIHX TOTHKO IeCTarcH, 1
HA Ce/IYIOUME AeHE HAYATE IipHeM npenapata 3o0omk”™. Wvmnantar wit BMC MoxHO yramers B
moGoit aekb. B takom cayuae upuem npenapara 300aH” ceayer HauaTh B ACHb BX YANCHHUA.,
Ecny MCHUMHA NOJNYSaIa MHLEKIMK, TO NpHEM npenapara 3001H° HAYHHAIOT B ACHB, KOTIA
CE0BAN0 NPOHIBECTH OYEPCAHYIO MHBEKIMO. BO BCEX ITHX CHyHasX KeHUHE chepyer
PCKOMEHIOBATE JOTIONHHTEABHO MOAB30BATECH GAPRCPHEIM METOAOM KOHTpalENUMK B Te4YeHNHe
nepesix 7 aneit npuema TabacTOK, COACPHAMMX ACHCTBYIOUME BCLECTEA,

Iocie abopma 6 nepeoy mpusecmpe bepemenyocmu

M ewmpna MoKeT HAYATHL TPHEM Tpenapata cpasy e, B stoM ciaydae HeT HeoOXOAMMOCTH B

JONOIHATENBHOM METO1€ KONTPALICIIITHH,

Jing KOpMAIMX TPY/RiO AeHUwMH o, pasgen «[Ipamenesne npyn GepeMCHHOCTH ¥ 8 NEpHOA
IPYAHOTO BCKAPMITMBAHMAY .

[Tpu OTCYTCTBHM TPYAHOTO BCKAPMIWBAHMA NPHUCM NPENapata MOKHO Hayars Mexay 21-M H
28-m Auem nocie pofos 1w abopra B0 BropoM Tpumectpe Gepemennocti. [pn Gonee nosarem
HaYane NpUeMa MpernapaTta KeHMAe CNCIyeT PeKOMEHAOBATH [PUMEHATHL JONOIHHTENLHEIH
GapsepHBiii METO KOHTPAUENMH B Tedenne mepeuix 7 aueid mpuema Tabnerok. Onnaxo eciu
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COCTBETCTBYET 3KCNEPTHOMY OTHETY

nocne poios Wik abopra yxe GhLIM NMONOBBIC KOHTAKTH, MEPE] HAYANOM MPHEMA npenapaTa

3oa:1™ HeoGXOAMMO HCKMIOMHTE GEPEMEHHOCTS HITH J0KAATLCH HEPBOIt MEHCTPYAIIHH.

Ipr BosoGHORNeHHM mpwema npenapara 303m® HeoGXOAMMO NPHHHMATE BO BHHMAHHC

noskemiente pucka pasertaa BT B nocreponosom nepuose (es. pasgen «Ocobele yxalanuay).

Ymo oenams & ciywae nponycka madnemox '

[pHBeneHHIC HIDKC PEKOMCHIAIMM KAcaloTes TONBKO Npomycka nprema Generx Tabnerox,

CO/ISPIKALIHX ACHCTBYIONIME BCIECTRA.

EciM KEeHIMMHA NPHHMMECT OouepeaHylo Tadjerky ¢ onosjanHeM menee 24 +, 71O

KoHTpauenTHBHEH Mpdexr He cHioxaercs. Heuuune cnezwér NPHHATE TaONETKY KaK MOKHO

cKOpee MocAe Toro, Kak oHa of 3tom scriomuut. Tlocneaywomue tabneTsH HeoOXOMHMO

IPHHHMATE B ODLIMHOE Bpems.

Ecan seaumna npuuumaet TabiaeTky, coaepramyio AeficTBYIOMHe BEmeCcTaa, ¢ ONO3AaHHEM Ha

24 « u Goaee, To KorTpanenTHeREI sddext Moxer cunsuTeca. [pH nponycke npuema Tabnerox

UETeco0bpaIHO BRINOMHATS JBA NPARKHIA:

1. UYrofst aoburecs QNeXBarTHONO NOMABJICHHA THIIOTAAAMO-THIOPHIAPHO-AHYHMKOEOH
cHeTeMH, Bespic TabieTky, cojepranme (eHCTRYIONHE BEIeCTBa, HEOOXOIHMO IPHHANATS
B TeUeHHe Mo Kpaitkei mepe 7 aHed noapa;

2. Yewm Gomsime nponymeHo GensX TabneToK, COACPRAUMX ACHCTBYIOMME BewecTna, ¥ Dmnxe
BpeMa npueMa 4 KenThix TabneTok nianedo, TeM BEIKC PHCK HACTYIUICHHA DepeMeHHOCTH.

Hnu 1-7

JeHuMHa I0MKHA TIPHHATE NOCACAHION NponynicHny Geayio Tabnerxy, Kax ToNbko ona ob

ITOM BCTIOMHNT, A@Ke eCH ¢l MPHACTCA NPUHATH OIHOBPEMEHHO jiBe Tabnerin, 3arem TabaeTku

clIeyeT NPHHHMATE Kak oOkrano. Kpose Toro, B TeueHHe NepBoit HECAH HENPEPLIBHOIO MpHEMa

Genbix TAOACTOK HEOOXOAMMO MOLIOBATECHE DaphEepHEIM METOAOM KOHTPAUENI(HH, TAKHM KaK

npescpeatHe. Eciw B TeqeHMe NpereymMX 7 AHER MMen MECTO IOoNoBO¥ aKT, TO cleayer

YYHTHBATH BOGMOKHOCTE HACTYILICHIA BEPEMEHHOCTH.

Muu 8-17

KenmpHa J0/0KHE NPHHATS [IOCHEMHIOK Nponyerrylo Denyio TableTky, KaK TONbKO oHa 0f

ITOM BCTIOMHHT, J&XKC CC/M ¢ IPHACTCA NPHHATH O/IHOBPEMCHHO B¢ Tadaerki. 3atem TabneTku

ceAyeT NPHIHMATE Kak 00srHo. [TpH yCroByuH, ¥T0 JKCHIMHA NPABHABHO NpHHUMaia TableTku

B TeueHHe 7 AHCH, MPCUNCCTRYIOUMX [AHIO NPONycKa nepsoi Tabnerky, HeT HEOOXOAUMOCTH

IPHMCHATE JOTIONHHTCABHEIC KOHTPAUCHTHEHEIC Mepsl. Tem He Menee, eCIH JKEHLIHHA

“ nponycruna npues Gonee 1 rabnerky, eil creayer peKOMEHI0BATE NPHMEHATE J0TIOIHHTCIBHBIC

KOHTPAUCTITHRHEIC MEphE 10 TEX [I0P, N10KA OHA HE JABEPUIHT 7-HEBHLA NIePHO HeTPEPLIBHOTD
npreMa Gennix TabncTox.,
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Ly 18-24

PHCK CHIDKEHRA KOHTpauenTusHoro sddexra xpaiine seaux u3-3a nprbmokenna Havana fashl

npuema KenTsx Tabnerok nnanebo. OQHAKO WIMEHEHHE CXeMbl NpHeMa TallieTOK N03BOACT

u3bexars CHIKENHA KOHTpauemmHenoro AeficTrrs. Eciu chciorars 0QHOMY H3 IBYX YKASAHHEIX

HIDKE BAPHANTOR, HCOOXOAMMOCTE B NPHMEHCHHH NOTOAHMTCABHLIX KONTPALENTHBHNX MCp

OTCYTCTRYET, NP VCIOBMH, NTO B Te4eHHe 7 aHel, NPeamcCTBYIONMX JHIO NPONYCKa NepBoi

TabneTRH, KCHIMHE NPHHEMANA Bee TabneTkw npesuneHo. B miom caywae eff neobxoaumo

CAEOBATH TCPBOMY M3 STHX JABYX BAPHAHTOB, & TaKKe NPUMEHATH LONONHHTENbHEIC

KOHTPALICTHBHEIC MEPhI B TEHEHHE CASAYIOUHX 7 HCH.

1. JeHumiHa IO/DKHE NPUHETS NOCASAHION NPOMYMICHHYO TabacTKy, KaK TONBKO OHa 00 3T0M
BCTIOMHHKT, JIa%e eCAM €A NPHAETCA NPHHATH o.nuospménno nee rabnerxy. 3arem TabneTxu
CIeAYeT NPHHAMATH KK 0OHYHO 110 TeX N0p, NOKA He 3aKOHYATCA TabNEeTKH, cofepKalHe
peficryiompe semectsa. 4 Tabnerkn ruauebo w3 mocneanero paga Gamcrepa caciyer
euibpocurs. Caelyer cpasy HauaTh mpHem Tabnertok u3 Apyroro Gnucrepa. Hactynaenune y
HCHUMHS! KPOBOTCYCHHA «OTMEHBI» A0 OKOHMAHMA npHema TableToK ¢ AeHCTBYIOUMMH
BELIECTRAMM H3 BTOPOro GAHCTEPa MATOBCPOATHO, HO B [HI NpHUema TabNeTox ¥ Hee MOTyT
HABJIOAATECA «IIPOPHMBHAICH KPOBOTEHCHMA Ml (MAKYIIMEY BELICNCHHS.

2. JKeHmpmue MOKHO TAKKC PCKOMCHAOBATH NPEXPaTHTE NpHeM TabNeToK, COmepKAlHX
JeHCTRYIOUME BEINECTRA, H3 TEKYIero GAHCTCPA. 3aTeM OHA JOIAHE NPHHAMATE TabNeTKH
nnanefo W3 MOCACHHETO PRAA B TeYeHHe MAKCHMYM 3 IHell Tax, utoOu obulee KOMHIECTEO
tabnetok maaucGo n nponyuwesMsx Oensx TabACTOK, COACPKAMMX NCACTBYIOMHC
gemecTsa, Ouuto He Gonee 4, a lareM MPOJOMAWTE MpHeM TabneTox M3 CACAYIOMCH
GnucTepHoi yIaKoskH.

Ecnu aeHUMEE nponycTiia npuem Tabietok #  JarbHeiimen y Hee OTCYTCTBYCT KPOBOTCHCHHC

«OTMEHE» B mepHox npuema Ttabnerox nnauebo, TO CHEAYET YUHTRIBATE BOIMOKHOCTH

HECTYILICHIH DEpeMEHHOCTH.

ECM ACHIIHHA HEe YBEPEHA B YHC/C MPONYIICHHBIX TA0NCTOK WM X HBETE K, COOTBETCTBEHHO,

HE JHAET, KAKHE PEKOMEHIRUMH ©ff C/eyeT BHINOAHATE, TO HEOOXOAHMO MOALIOBATHECA

GapbepHbM METOZIOM KOHTPALCTIHH [0 TOIO MOMCHTA, KaK KCHUHMHA NPHMET B TEYCHHE

7 nocnefgoparensHLIX aneit Gensie TabneTky.

Ecnu nponyugen npues 3ceimsix mabaemox niayedo

Konrpanenmuennit sddexr ne crxen. HKCHIMHA MOKCT HC TPHHMMATS KeATHC TabICTKH 13

nocieAHero (YeTseproro) pata Gauctepa, ONHAKO NPONYHICHHBIE TabIeTKH cleayeT BUOPOTHTS,

9100H HIDEKATE HEMPEIHAMEPCHHOTO YBETHUCHUS UIHTENEHOCTH dasrt nanebo.
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PexoMendauuu 6 cyeae HeeayOouHo-Kueanbix paccmpoicms

B cayqae ®enyAo4HO-KHIICYHBIX PACCTPOACTE (HANPAMED, PBOTH HIH AMapcH) BCACHIBAHHE
Apenapara Mower OhTs HeNOMHEM, [0ITOMY CeayeT NpUOErKYTh K AOTONHATENBHBM MEPAM
KOHTPALENIIHH,

Ecnu proTa BO3HUKACT B TeqeHue 3-4 4 nocle npHema TabaeTRy, TO ¢¢ NPHEM CACLYeT CIHTATH
OPOMYUICHHEM, M HEOGXOAMMO KaK MOXKHO CKOpee NMpHHATR HOBYK Tabnerxy. Ecam oo
BOSMOKHO, HOBYIO TabACTKY CleAyeT NPHHATH B TeueHHe 24 ¥ 0T ofrMHOro BpeMEHH NpHEMA
rabnersu. Cnegyiomyio TabeTky crejyer npuusTes & obsunoe Bpema. Ecmn ¢ MomerTa npuema
nocaeseit tabrerky npomno 24 4 uan 6onee, TO HEOOXOAUMO BRINOIHATS PEKOMEHAALKK TIPH
npomnycxe npuema Tafierok (oM. «Uro genats B cayuac npomycka tabaeroxn). Ecian aeHuHa
HE XOHET MCHATS OOHYHYIO CXeMy NpHeMa TaD/ICTOK, TO OHA JIOMKHA NPHHATE JONOJNHWTENEHO
Beaywo rabactxy (wim TabieTkH) B3 APYTOi YNaKoBKH.

Kax cosumyms win omcposums HACHYRICHUE MEHCMPY AToHOROOOTNOZ0 KPOBOMEYEHUR
YToOM OTCPOMHTE HACTYIVICHHE MEHCTPYANLHONOAOOHOrO KPOBOTEUSHHN, AWCHINHHE CACIyeT
NpPOZIOJUKETS NpHeM Benpix TabneToxk 13 Apyroit ynaxosxi Ges nprema xenrsx rabnerok. bennie
TabNerTkH M3 BTOPOH YMAKOBKM MOWMHO MPOJOAKETH NPHHHMAYL MO TEX [0pP, NOKA OHH He
saxonuarca. [locne 3apepmenna npuema xeaTsiX Tabnerox us sropoft ynaxomui HeoDXOIHMO
BO30OHOBMTE NpHem npenapata 30aan®™ no ofbrKok cxeme. Tpy yaminenHoR CXeMe NpHeMa
IIpenapara MOryT HAOMIO/IATHCR «IIPOPBIBHEIE) KPOBOTEYEHHS MIIH (MAKYIITHEY BRICICHHI.

Jna Toro, yrofsl CMECTHTL ACHH HAYANA MCHCTPYIBHOMOAOOHOND KpOBOTEHECHHH HA ApYrok
ACHB, MOXHO COKpaTHTE (asy nprema xearslX TabneTox nnauebo (MAKCHMATBHAR UTHTEABHOCTS
npuema xearex tabnerox mauebo — 4 gug). Hem Kopoye NepeprB, TeM BRI PHCK OTCYTCTBHR
MCHCTPYATLHONONOOHOIO  KPOBOTEYSHHA (OTMEHED) M  BOIHHKHOBCHHA  «MPOPHIBHEIXM
KPOBOTEYESHMH HIH (MOKYIIHX) KPOBIHHCTHIX BHICACHHH BO BPeMA NpHemMa Tal/IcTOK 13 BTOPO#
yrakopkd (KAK W B CAy4ae OTCPOYEHHONO HACTYIICHMA  MCHCTPYAARHOTIOAOOHOID
KPOBOTCHCHHA).

TloBoynoe aeficTene

Bea0nacHocTs NpHMeHeHHs npenapaTa 3091H° OUCHHBANACH B XOJE CEMH MHOIOUEHTPOBBIX
KIHHHYCCKHX HCCACIOBAHMIE NPOOIAHTEBHOCTRIO 10 2-X Jiet. B aiusie Mecneaosanins Ouuny
BKAOvCH 3490 wennpH 8 Bozpacte 18-50 ner (cymmapuo 35028 nuknos).

Hanbonce 4acThiMH HEKEAATENEHEIME PEAKIHAMH B 9THX KIHHHYECKHX HCCICAOBAHMAX ObUTH
axHe (15,4%) » HeperynapHoe KpopoTesenue orMenn (9,8%).

fpu  npumvenennn KUK wabmionancs nossineHHsii  puck  BeHO3HOR M aprepraisHoit
TpomboomBoNNH, ABIAOWEHCA MPHIHEHON COPRE3HBIN HEAXCIATCNLHLIX peakuuf (oM. pasaen
«Oco0bic yKasaHHA» ).
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COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 13.12.2022 N= 28720
(Bxopswmit M3 N=4221333)

TMepenocumocts npenapara 3ooam™ xopowas, npoduns Ge30nacHOCTH CXOfEH ¢ TAKOBIM Y
Apyrix KOK. B Tabaune nepeunciesl BOIMOKNEIE HOKCIATCABHBIC PEAKUMK, KOTOPHIE Gbu
3aperHCTPHPOBAHEI IPH NPHMCHEHHM Mpenapara.

BO3MOKHBIC HOKCNSTCIBHEIE PEaKIHH NPH TpMeHesun npenapata 3oomu®, ykasammble B
TaGmuize |, pACTPEACHCHBI 110 CHCTEMHO-OPF2HHEIM KIACCAM B COOTBETCTBMM C KiaccHpHKALKCH
MedDRA ¢ yKa3aHHEM HaCTOTH MX BOZHHKHOBEHHH: OdeHs wacto (=21/10), wacro (Z1/100 u
<1/10), mevacro (=1/1000 & <1/100) u peaxo (=1/10000 n <1/1000).

Tabmiaa 1. BozMoXHEIE HeRENATEILIEIE PEAKLIHH TP TIPHMCHCHHH Npenapara 3oaau®

Knace Ouens wacro Yacro Heuacro Peaxo
cHeTeMa/opram
Hapymenus YCHICHHC CHHKCHHC
MeTabosmaMa " anneTHTa, anmeTuTa
NHTAHHS JafepIKKa
KHAKOCTH
Ienxaaeckne CHIAEHHE MOBEITCHHE
paccrpoiicTea nubuao, anbuao
NENPeCCHA/CHI
AKCHHC
HACTPOEHMA,
HW3MCHEHHOE
HACTpOeHHE
Hapymenua co MHIPCHB, TpaH3TropHad
CTOPOHES  HEpEHORA ronosxas 601s HIICMMHCCKA
CHCTEME avaxa, ocTpoe
HapylIeHHe
MOIroBOID
KpoBooGpatieHus,
HapyLeHne
BHHMAHMUR
Hapymenns co HEMEPEHOCHMOCTS
CTOPOHBI oprama KOHTEKTHBIX JIHH3,
3PCHKS OIYIICHHE
CYXOCTH B rsax
Hapymenus co NIPUAHMBHI JKapa | BCHO3HAR
CTOPOHRI COCYJIOB : TponBoIMEOITHS
Kenynouno- TOWHOTA B3Ny THE CYXOCTb BO PTY
KHIICHHBIC AHUBOTA
HapYLICHHA
Hapymenus co XOJNCITHCTHT,
CTOPOHK MCHCHH 1 XONENHTHAS
HENYEBBIBOALMX
nyrei
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COCTBETCTBYET 3KCNEPTHOMY OTHETY

ot 13.12.2022 N= 28720
(Bxopswwmit M3 N=4221333)

Hapywenns co aKkHe THICPTHIAPO3, | XJ0a3Ma,
CTOPOHBL KOXH H aoneIs, 3y, | THIEPTPHXO3
NOAKOMKHOM cyxas Kowa,
KIIETYATKH cebopes
Hapymenus co OLLYILICHHE
CTOPOHB THKECTH
MEILIETHOH,
CKCICTHOM K
COSTHIHTeARHOMN
TKAHH
Hapymennsa co aHOMANBHOC METpOpparus, | renoMesopes, | BarHHAILHBIA
CTOPOHEL KpOBOTEUEHHE | MCHOPPATHR, | MpMIyXJocTs | 3anmax,
PETIPOIYKTHBHO COTMEHBI? Gous B MOIOYHBIX BYJILBOBAIMHANBHE
CHCTEME H obnactu wenes, i quckombopr
MOJOYHBIX Xenes MONOYHEIX rajaKropes,
AeJIes, TA30Ban | CIAIM MATKM,
Gone npeAMeHcTpya

ALHBIA

CHHIPOM,

odBeMHoe

obpazosanue 8

MOJIOYHOH

Kenese,

JHCTIapeYHMS,

CYXOCTH B

RYNBROBAIHHA

nbHOH obnacTH
Ofume HapyweH#a PasaApaXHTCNL | ToNoa
W peaKiy B MecTe HOCTE, OTEK
BBCACHHA
JlaGopatopusie # yBeIHUCHHE NOBRINCHNES
HHCTPYMEH TRIIbHBIE Beca ypoBHA
JIaHHEIE TCYCHOHRX

(epmenTos

' Axne npeacrasnser coboi He CIOHTAHHO COODIACMOE, @ JANPAIHBACMOC ABCHHE, TOCKOIBKY

OLECHKS MPOBOAHIACH .Tlp_ll KaE0M BHIHTE B XOIC HCCICIOBAHMA,

Kpome yxasamimx BHile HeXeNATeNLHEIX peaxunii npH OpAMeHeHHH npenapara 3091H”

Onucanue omoeTsHIX HENCETAMEBHBIX PeaKiquii

- coobanocs o PEAKLHAX MHIEPYYBCTBHTEILHOCTH (4acTOTa BOSHHKHOBEHHA He yc'rauonnena).

V oweumn, npaupmaiomix  KOK, nabmoznsercd NOBBINEHHBIA PHCK  BOSHHKHOBEHMS

APTePHANLHEIX M BCHOSHBIX TPOMOOTHYCCKHX H TPOMOOOMOOAMMCCKHX OCIOMHCHMH, BKIHOYaA

HHDAPKT MMOKAPAA, HHCYNLT, MPCXOANIIMC MILCMMMCCKHE AaTaKH, BEHO3HWH TpombBoz

slero4Hyro ambomo; Gonee nogpobHoe onxcanue npuseaeno B pasaene «Ocobie yKazannmy.
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COCTBETCTBYET 3KCNEPTHOMY OTHETY
ot 13.12.2022 N= 28720
(Bxopswwit M3 N=4221333)

Ilepenosuposka

[ToBtopHOE npuMeHeHue npenapata 30 B J03aX, KOTODHIC B 5 pas MPeBBILANN
PCXOMCHIYEMBIC, ¥ OJHOKPATHEIR [PHEM HOMEraCTpona aueTara B /103aX, Kotopaie B 40 pas
MPEBEIATH PEKOMCHAYCMBIC, HE CONPOBOKARIUCE HEWEIATENLHLIMH ARTCHHAMY.

CHMITTOMBI, KOTOPHE MOTYT BOZHHKHYTB IPH NEPEJOIHPOBKE: TOUIHOTA, PBOTA, KPOBIHMCTHIC
shzcncHus W3 Braraauma. Cnenudmdeckas tepanua orcyTersyer. JlaahHeHmce aeucHHe
AOMKHO OHITH CHMITTOMATHICCKHM,

BaaumoieficTeEe ¢ APYTAMHE JEKAPCTBERHBIMN CPeICTBAMMN

Jlas onpenencHma BOZMOKHOIO BIAHMOASHCTBHA HEOOXO0AHMO O3HAKOMHTLECS C HHCTPYKIUKEH o
MPAMCHCHIIO CONYTCTBYIOMMX [IPENAPATOs.

Brusnue Opyzix AeKapemeenitsix npenapamos na npenapam 3oinu®

BaaumoneiicTeHe NEPOPAILHEIX KOHTPALUCNTHBOB ¢ JIPYTHMH JIeKADCTBCHHEIMH CPCACTRAMHE,
HHAYUMPYIOMMME  (CPMCHTR, MOKET NPHBECTH K «NPOPLIBHKIMY® KPOBOTCUCHHAM W/WiiM
CHIDKEHIIO 3¢MPeXTHBHOCTH KOHTPAUCTILMH,

Boamoxzo psauMofeHicTaRe ¢ JCKAPCTBEHHBIMM WIH PACTHTEABHBIMHM NPEHAPATAMH -
HH/YKTOPAMH MHKPOCOMANBHEX (epMerTOB, npexite Beero depmerTos unroxpoma P450 (CYP),
YTO MOXKET IPHBECTH K YBENHYEHHOMY KIMPEHCY H YMCHBUICHHIO KOHLEHTPAlMH IOJOBLIX
POPMOHOB B [171a3Me KPOBH H K cHinkeHmo 3hdgexmsrocTn KOK, 8 Ton 4ncie 4 nexapeTseHnoro
npenapévra 3oank®. K TaxuMm JNEKAPCTBCHHEIM NPENapaTaM OTHOCATCH NPOTHROCY AOPOKHEE
cpeactea (manpumep, kapbamazenuy, rtonupamar, QeHuToMH, (enoGapOuTan, NPUMHAOH,
okckapOasenun, denbamar); npoTHBOMHCKUMONHBE CpeAcTBa (HanpHMep, pHOAMIHIAH,
pudabyTin, TpH3ecodyYIBBMH);, NCKAPCTHEHHEIE NPENApaThl WIH NpenapaTil PacTHTEABHOrO
NPOHCXORICHIMA, coaepianiue 3nepoboit nponuipasnenusit (Hypericum perforatum); Sosentan
# uaruOmropst nporeasst BUY wan eupyca renarwra C (BI'C) (manpumep, pHTOHaBHp,
GouenpeBHp, TEJAANPCBHP) M HEHVKNCO3MiHHE WRruOuTOpsl oOpaTHOM TPaHCKPHNTa3K
(nanpinep, HerHpamHH, MpasHpens).

Huyuuposasne GepmMenTor MOAKET [POHCXOMHTE TOCHE HCCKONBKMX MHCH NPHMCHCHHA
npenapara, Maxcimnmoé HHIYIHpOBAHKE (epMEeHTOR ODBMHO HAOMOAACTCH B TCHCHME
HeckobXMX Hepens. Tlocie NPEXpAlICHHA TCPANHH MPCHapaToM 303nu® HHAYUMPORAHME
depMenTOR MONKET NPOACIDKATECS NPHOMHINTEARHO 28 AHeit,

JKemupmnay, MNOMYYAOMMM JeUYCHHE OIHMM H3 BHUGCYKA3AHHBIX JICKAPCTBCHHEIX WIH
PECTMTS/IBHBIX NPENAPATOs, HIAYLUAPYIOMMX MHKPOCOMATBHHC NCHCHOYHBIC (CPMCHTH,

cneyer coobuprs, 9o depexTHRIOCTS penapara 309M* MokeT GwThH cHUACHA. Bo Bpems

COMYTCTBYIOWErO MPHEMa MPEnaparos, HHAYUHPYIOWHNX MUKPOCOMANBHHE MEYEHOUHEIE
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(Bxopswwmi M3 N24221333)

hepmenTel, ¥ B Teyenne 28 auell mocsie MX OTMCHB CHE/YCT TAKKCE 101630BATECA DapbepHEM
MCTOOM KOHTPALICIILIMM.

Ecan npuem conyTCTRYIOMEro Npenaparta OpOAOIKAETCA M MOCAC OKOHYAHHR B YIIAKOBKE
TabNeTOK, CONSPKAIIHX AKTHBHEIC BCINCCTBA, TO HEOOXOAMMO MPONYCTHTL HHTEPBAN NpHEMA
tabrerox manebo 1 Hagars nprHeM TabJICTOK B3 CACAYIOWICH YNAKOBKY Npenapara.

[Tp# HeOBXOAMMOCTH AIHTENBEHOTO NIeYeHHS HHAYKTOPAMH MHKPOCOMATEHEIX (epMEHTOR IedeHH
CACAYET PACCMOTPeTH JPYrod  METON KOHTPAUCTIMH, HC NOABEPKREHHHN  BIHAHKIO
NEXAPCTREHHKIX TIPENaPaTOB, HHAYIHMPYIOWHX GepMeHTH,

CoBMecTHOS  NpHMEHEHME  CHMNIBHBIX  (HAanpHMEp,  KCTOKOHAa30/Mla,  HTPAKOHa0Ma,
KIAPHTPOMMIIHHE) MM cpcaHmX (Hanpimep, (uyxonasona, JUITHASCMA, 3PHTPOMMIMHA)
HHrEonTopos CYP3A MOKET YBCTHUHTS KOHICHTPALMIO SCTPONeHOB K NeCTareHoB B CHIBOPOTKE
KPOBH.

Jina npenapara 300iu® HC MPOBOAMAOCE MCCACHOBAHMI [IEXAPCTBEHHMX B32HMONCHCTBHI,
0/1HaK0 ORUTH NPOBLACHH /B2 HCCACAORIHNA MPUMEHEHH KOMOHHALME HOMErICTPONIA lleTaTa H
scrpaamona B Gonee BHCOKHX [03ax (Homersctpona auerar 3,75 mr + octpaguson 1,5 Mr) B
COMCTAHHH C PHOAMIMIAHOM ¥ ¢ KETOKOHAIOAOM B HOMYIALHH ACHIIMH NOCTMCHONAYIAILHOIO
pospacta, Conyrereyroumii npuem prdamimumna cuiwkaer AUC)- HOMErscTpona auerara Ha
95% n yseanausact AUCoyns scrpaanona Ba 25%. ConyTCTBYIOMME MPHCM KETOKOHA3ONA
(onmokpaTHas 03a 200 Mr) He OKAILIBACT BAHAHAS HA MCTA0O/THIM ICTPATHOIA, HO YREAHYHRAET
MaKCHMATBHY1O KolueHTpaio (85%) # AUCs« (115%) HoMeracTpoaa anerara, 0aHAKo AaHHbIC
H3MCHCHHA HC SBISIOTCH KNMHMYECKM 3naymmuimi. [Ipeanonaracted, 9To CXOMHC HIMCHCHHA
MOTYT HMETH MECTO B CTyUae MPHMCHCHHS AQHHBIX [IPENAPATOR Y KEeHIIHH PenpoAYKTHBHOTO
BO3pacTa.

Bauanue npenapama 3031u® na dpyzue nexapcmeennsie npenapanm

[TpOTHBOIAYATOYHEE CPEACTRS, COACPRANME ITHHUISCTPALHON, MOTYT CHH3HTS KOHLICHTPALIO
namotpuknna npamepro Ha 50%. Creayer nposBAATE OCTOPOXHOCTE, OCOGEHHO MpH
HA3HAYCHHH  KOMOMHHPOBAHHOIO KOHTPALCTITHES, LaXKC C SCTPALHONOM, Y IKEHLIMH,
TPHEAMAIOUTHX TAMOTPHUKHH.

HApyeue ezaumodetcmeus

B X0Ae KAMHHYECKMX HCCHeAoBaHMi KOMOHMALMH NeKapCTBEHHWIX MMPENAPATOB [UIA CHCHHA
supycroro renarura C oMOHTaCBHp/MApHTANPEBHP/PHTORABUP ¢ AacabysupoM wam Be3 Hero,
yBenueHre aktusnocti AJIT Gonee yeM B 5 pas OT BCPXHCH IPaHMIlE HOPMBL SHAYHTENIBHO Yalie
HAaOMOAANOCE Yy  XCHINWH, NPHMEHMONMX NCKaPCTBCHHLIC NPENapats, colepikaliue
STHHHACTPaAHoA, Hanpumep, KI'K.
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V skeHpH, IPHMEHIOMNX IeXaPCTREHHBIC NPENaparst, COACPKAIME CTPOreH , OTAHYHEE OT
ITHHMACTPRAKONA, HATIPHMEP, TAKHE KAK SCTPAINHOM, CKOPOCTh yBeauuerus akrusnoctd AJIT
Guina cxo/Ha ¢ TaxoRoH Y KEHIIHH, He MPHUMEHSIOMMX KakuX-1n00 acTporeHos. Tem He Menee, B
CBA3M C OrpaHMyEHHLIM YHCAOM JKeHIHH, MPHHAMAIOWIMX 3CTPOICHR!, OTIHYHEE OT
STHHHAICTPANHMONE, HEOOX0MMMO CODMOATE OCTOPOXHOCTE TIPH COBMCCTHOM [PHMCHCHMM
Ipenapara ¢ KoMOHHAUKEH MpenapaTos oMOHTACRHP/IIAPHTANPERHPY PHTOHABKD C JacabyBHPOM
wan 6e3 mero.

Ocolbte ykazanns

Mpy HaHuEH MOOEIX W3 NCPEUHC/ICHHBIX HIKe cocrosuui, 3abonesannii, gakropop prcka
CHE/YET OUEHHTS NOMBIY OT MPHMCHEHNA npenapata 3ooan® ¥ BOIMOKIBIEC PUCKH JUIS K10
OTACALHOM AKCHIMHEL JTO cnejiyer o0CyIHTS € JKCHIWMHON CHE 10 TOFO, KAK OHA HAYHET NpHeM
npenapara 30on4”. B cayuasx yxyawenus, 060cTpeHHS HITH BOIHHKHORSHHA Briepanie moboro
3 9THX cocToaHni, 3aboneranmil, GaxTopor pHeka WeHIHNE CleyeT ODPaTHTECA K Bpayy A
pelleHHA BONPOCA O BOSMOXKHOCTH AANSHERLIETO NIPAMEHEHHA NPenapaTa 3oamu®. TpuseneHusie
HHKE JaHHBIC OMAH NONYHEHE B XOA¢ MHASMHONOrHISCKHX HCCCAOBAHMI NMPH [IPHMEHEHAH
KI'K, conepaimux smunumscmpaduos. Tpenapar 3ooau® conepsur [7f-scmpaduon, teMm we
meHee 0coOBie  YKa3aHHS, KacRAAOMMECK NpHema KOMOHHHMPOBAHHLIX KOHTPALCTTHBOB,
COZCPIRAIHX IMUHUAICMPAOUOA, CTHTAIOTCA IPHMCHUMBIMK ¥ 1A npenapara 3001m°,
Benoznaa mpomboambonus (BT3)

. Ucnonesoranne moboro KI'K ysenwunsaer puck posuuxnopenus BTD. [penapats,
CONCPAALIME JEBOHOPIECTPel, HOPIECTHMAT HAH HOPITHCTCPOH, CEA3AHL ¢ HAMMCHBLIHM
puckoM BozruxHOBeHHs BT, Ipenapar 300au® cassan ¢ Takum xe puckom BT, uro 1 KI'K,
cofiepAalue aepoHoprecTpen. Pelente o npAMenenHH mo0oro npenapara, Kpome lpenapara,
CBAZAHHONO ¢ HAHMCHBIONM puckoM paisutid BTD, AomKHO NPHHHMATHCA TOMBKO MNOCHE
0BCYRIACHHS ¢ MeHIHHOHN, uTobn y6euTacd, yro oxa noxumaer puck BT npn npueme KI'K,
BIMANHE MMEIOHXCA GAKTOPOB PHCKa # m.cbax'r, Y10 MaKCHMAIBHE prck BT nabmoaaerca
8 nepsrii roa npuMcHeHMA. Tarke MMEIOTCH CBHAETENLCTBA TOTO, TO PHCK YBCAHMHBACTCA NPH
noetoproM npueme KI'K mocae nepephiga B npueme & Tedenne 4-x Henens ¥ Sonee,

. Mpumepuo y 2 u3 10000 sxexmmn, xoTopre e npuximaior KI'K u ue Gepesennsl, B
Teuenne | (osoro) roaa pazsisaetca BTD, OaHaKo y 0TACHBHON KEHUMEEL PHCK MOKET DT
HAMHOIO BLIIE, B 3ABHCHMOCTH OT IPYIHX HMCIOMMXCH GakTopoB PHCKA (CM. HIDKE).

. DNHLAEMHONIOTHYCCKHE WCCACAOBAHMA ¥ IKCHUMH, npuuHMalommux muskne jgo3m KIK
(<50 MKr STHHHICTPANMONE), Nokazanu, 910 y 6-12 xenumu w3 10000 B Teuenne | (oaxoro)
roga pazsepaetca BTD, |
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COCTBETCTBYET 3KCNEPTHOMY OTHETY

. Mpeanonaraerca, wro w2 10000 xenmmuy, npunmmalomux KUK, copepsanmux
JICBOHOPICCTPEIL, npnﬁnu:mmmno y 6 (mecTi) B TeucHue | (oanoro) roaa pasossercs BTO.

. Konuugectso ciyuaes BT B rog npr npieme KI'K ¢ Hu3ko# 10307 MCHBIIC OXXHAREMOMO
KO/IMYECTBA Y JKEHIIHMH BO BpemaA OepeMEeHHOCTH HAN B MOCACPOAOBOM MIEPHOAR,

. B3 MoXeT IPHBCCTH K CMEPTEABHOMY Hexoxy B 1-2% ciyvaes.

. Ouens peaxo npy npreme KI'K coobmaetes 0 cayyasx Tpombo3a ApyrHX KPOBEHOCHEIX
COCYAOB, HANPHMED, HEHEHOYHEIX, DPEIACECHHEIX, TIOYEYHEIX HITH PCTHHANLIEIX BCH H apTepHi.
Daxmoph: pucka eosuuxnoaenus BI3

Puck serosusx TpomGoaMGonamdeckux ocnomneHuH y werumH, npuaamaommx KIK, moxer
CYUICCTBCHHO BO3PacTH NPH HAUMYMH JIONOAHHTCABHBIX (AKTOPOR pucka, ocobenvo npw
HATHYHH MHOKeCTRa GaxTopor pucka (eam. Tabmuny 2).

[Mpenapar 3054” NpoTHBONIOKA3AH, €C/TH Y HKEHIAHH CCTh HECKOIBKO AKTOPOB PHCKE, KOTOPHIE
CBABAHLL ¢ BLICOKMM pHCKOM TpomOo3a Bed. Ecnm y meHIMHN MMeetcs =1 daxropa pHexa,
BOIMOKHO, 410 0bLIee YREIHYeHNEe pHeKa OYIeT MPEREIATL CYMMY OTAeAbHEIX aKTOPOB pHCKa
— B JTOM CAy48¢ HCOOXOAMMO OPHEHTHPOBATHCA MMEHHO Ha oblee ymenHuenne pHeKa
go3HMKHOBeHHA BTD. FEoim coOTHOMICHME 1ONL3EI W PHCKA CHMTACTCH OTPHUATENLHbIM,

a#azHavare KI'K ne caeayer (em. pazgen «IIpoTHBOnNOKasanya»).

' Tabmuua 2. Qaxrops prcka posHnknoserns BTD

DaxTop pucKa

KosmmenTapuii

I Oxppenye  (MHIACKC Maccw  Tena
(UMT) >30 xo/ne?)

Puck  CcymecTBEHHO  yBeAMuMMBACTCA  C
yseanvennem MMT,
OcofeHHO BaKHO 370 YYMTHBETE [PH

HATHYHH ApYTHX GAKTOPOB PHCKA,

2. Jlureneras HAMMOO HANIALMA,
cephe3nas omepanua, modais onepauus Ha
Horax HIH obnactu Ta3a,
HEHPOXHPYPIHYECKHE BMEIIATEALCTBA HIH
ofwHpHas TpasMa,

Hpusevanue: Bpemennas ummoOwIH3aLmMa,
BXIIOMANA ABHAIICPE/ICTD
NPOACIDKHTEMLHOCTEIO >4 4, TAKKE MOXKeT
Ourrs daxropom prcka sosuukiosenns BTD,
OCODEHHO Y MEeHUIMH ¢ ApYriMe dakTopamu

PHCKA.

B otux  cMryauMsx  pexoMemayerca

npekpatuTh npuem  Tabnetok (B cayuae
IUIAHOBOH ONepalMK He MO3AHee YeM 3a
4 yepenn) ¥ He BO3OOHOBAATE CIO B TCUCHHE 2
(AByX) HCACTh nocae MOAHOTO
BOCCTAHOBJICHHA TOMBHAHOCTH. Han
NPEAOTBPANICHHA HEKCTIATE/IBHOM
OepeMeHHOCTH CAeAYeT HCMOAB3IOBATE APYTOH
METOJ1 KOHTPALISTILIHH.

Cneayer PaceMOTPETE BO3ZMOMXHOCTB

AHTHTPOMOOTHHCCKON Tepanuu, e 1pHeM
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| npenapata 30amu® Be Gma  npexpameH

3apakee.

<5 TMonowurensiui cemeiHMi anaMHes
(BTD » amamuese y Oparbes, cecTep WM

pojureneit, OCODECHHO B OTHOCHTEALHO

paHHeMm Bo3pacte, Hanpumep, 40 50 ner)

B cnyuae nogospeHHs Ha HACHeACTBEHHYIO
NPePacioNOKEHHOCTE JKEHIMAY  CAeayeT
HANPABHTS K CHEUMATHCTY JUIA KOHCYALTAIHH
1EPEA NPHHATHEM PELUCHHA O MPHMEHCHHHA
KTK,

4. lpyrie MeIHIMHCKNE COCTOAHMA,

Pax, CHCTCMHAA KpacHar BOJTMAHKS,

cegzannele ¢ BTD PEMOMHTHKO-Y PEMHYECKHH CHIAPOM,
XPOHHYECKOE BOCHANMTENLHOE 3abonepanmue
kumeynnka (Gonesus Kpoma wim sapennsiil
KOJIMT) K CEPIIOBHAHOKIETOYHAR AHEMHA.

S. Bospact OcoBenno crapme 35 er.

Her eamHoro MHEHHA O BOSMOKHON POH BAPHKOZHOIO PACUIMPEHMA BEH M IIOBEPXHOCTHOIO

TpoMGohieOHTa B BOSHHKHOBCHHUM HITH ITPOrPECCHPOBRHMHA BEHOZHOIO TpoMGosa.

Heobxoaumo y9IMTHBATH NOBHIICHHHIH pHcK TpomOoamboanun Bo Bpems OepemenHocTh,

ocobeHHo B mepBele 6 Hexeab nocne ponos (noapoSuyio MHPOpMAINO ©M. B pasacne

«lIpumererne npy GEPEMEHHOCTH H B NCPHOJL IPYAHOTD BCKAPMAHBAHHAR ).
Cunvnmomwm BT (mpomboza 2ayGoxux sen u necounou smboauw)
B cnyyae nogBaeHMS CHMITTOMOS KEHIIMHAM CNEAYeT PCKOMCHAOBATH CPOYHO OOPATHTHCA 3&

MEJHUHHCKOM NOMOIIEIO K cooDIMTE MeanIMHCKoMy paboTHuky o npaese KI'K.

bo3 8 B

HATh:

= OAHOCTOPOHHIOW OTEYHOCTHL HOI'H W/MAM CTONSLL WAH BAO/E BeHEl Ha HOTe,;

— 0oap naH OoNe3HEHHYIO YYBCTBHTEABHOCTE B HOTC, KOTOPAS MOKCT OIIYIIATECH TOABKO

MpH CTOSHHM WK XozasDe;

~  MECTHOC NOBBIUCHAS TEMIEPATYPEL B HOTE, KPACHYIO HIH DIeQHYI0 KOXKY HOTH.

Cumnromet 1ErouHOl IMGOIHN MOIYT BKIBOYATE:

~  BHC3AMHOE MOABNCHKC HCODBACHMMOM OBIINKH HIK YHAHICHHONO ANXaHHAL

~  BHE3AMHLIA KaleNs, KOTOPKIH MOXKET COMPOBOMKIATECH KPOBOXAPKAHBEM;

- ocTpyo Goak B rpyM;

—  MpeAoOMOPOMHOE COCTOAHME HIH NONIOBOKPYXEHHE;

—  YHAUICHHOC HIIH HCPEryNapHOe cepatieOneHme.
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Hexotopie H3 OTHX CHMIOTOMOB (HANpHMEp, «OOMIIKA®, «KAWICHBL») HE ABAAIOTCR
crneurHYeCKAMH H MOTYT OBITH HEMPABHIBHO HCTONKOBAHBI KAK NPH3HAKH Gosce HacThiX win
MeHee CepReIHBIX OCIOKHeRHIT (Hanpunep, HROEKIMIT ANXATE/IBHBIX Ny TeH).

JIpYrvMH [IPHIHAKAMH OKKMIOIMK COCYIQOB MoryT OniTh: BHesannas Oons, oTek H Hebombmoe
NOCHHCHHE KOHCYHOCTH.

[lpH pasEUTHH OKKIIO3HH F71A33 CHMITTOMB! MOTYT BAPEHPORATH OT CHIKCHHA OCTPOTH! 3PEHMA 10
noTepH 3peHnA. B HCKOTOPBIX C/IY4asX MOTCPSA 3PCHHA MOKCT NIPOH3ONTH MPAKTHHCCKH Cpasy.
Apmepuansnas mpombormbonun (AT3)

ONHACMHONOrHISCKHE HMCCICAOBAHHA TNOKA3amM  cBAze Mexay npumexenmem KIK
NOBHICHHLIM PHCKOM BO3IHHKHOBeHHS ATD (MHdapxra MHOKapaa) Win OCTPOIO HapylICHHS
MOZrOBOro  KpopooOpameHHa (HANPHMEP, TPAHIHTOPHON HIIEMHYECKOH aTakW, HHCYIBTA).
ApTepHanbHbie TPOMEOIMOOAHYCCKHUC OCAOKHCHHA MOTYT NPHBECTH K CMEPTENLHOMY HCXOLY.
Daxmopn: pucxa sosruxnoaenus AT

PHCK pasBHTHS aprepHanbHbIX TPoMOOIMOOANHMECKHX OCIOKHEHHI HWIH OCTPOrO HAPYUICHHA
MO3FOBOTO KPOBOOOPAIICHHA Y NALMEHTOK, npunn;mouu{x KI'K, nopsinaercsa npH Haawauy
(axTopos pucka (cm. Tabmuiy 3).

[penapar 302m6” NPOTHBONOKA3AH, ECIH Y MKEHIIHHE €CTH HECKONBKO (PAKTOPOB PHCKA, KOTOPhIC
CBAZAHLI C BHICOKMM pHCKOM TpomOosa sen. Ecam y Xemumun umeercs >1 daxropa pHcKa,
BOBMOMXKHO, Y10 00IIee yReIHYEHHE PHUCKa DyZeT NpeBHILIAT: CYMMY OTAeNLHLIX (aKTopos pHCKa
~ B OJTOM Chydae HeoOXOAMMO OPHEHTHPOBATHCE HMEHHO Ha ofuee YBeMWICHHE pPHCKZ
BosHHKHOBeHHS ATD, Ecam COOTHOMICHHE NONB3BI M pm'zxa CHMTACTCA OTPHLATCABHEIM,
raznadats KI'K He cnexyer (eu. pasgen «IIporHeonokasanus»).

Tabuuua 3. Qakrops prcka Bo3HUKHOBeHKA ATD

@akTop pucka Kommenrapuii
1. Bospacr Ocobenno crapme 35 et
2. Kypesuue | HeHmunam Q0KHO OWTS PCKOMEHIOBAHO

BO3MEPKATECS OT KYpeHHs, eClH OHH XOTAT
npamimars KUK, Kennpmam crapue 35 ner,
KOTOPBIE  MPOAGIDKAIOT  KYPHTh, Caeayer
HACTOATEALHO PCKOMEH/IOBATE HCIIOABZOBATE

APYrofl METO KOHTPaLEHK.

3. I nneproxua -

.
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4. Ozupenne (MMT >30 kr/n’)

PHCK  CYIICCTBCHHO  YBCHHYMBACTCA C
yeeangenuen UMT.
OcofieHro  BOKHO N8 XCHUIHE €

JOMONHUTENLHEIMK (PAXTOPAMH PHCKA,

5. lMonoxuTenbHBH CeMEAHRIA aHamues
(ATD » anammese y Oparpes, cecrep WM
poauTenci, ocobeHHO B OTHOCHTC/ABHO

paHHeM BO3pacTe, Hanpumep, Ao 50 ner)

B cayuac nonospeHMs Ha nacheumeuuylo
NPEIPACTIONOKEHHOCTh  KEHIUMHY  Cheayer
HAMPABHTE K CHEUHAIKCTY NS KOHCYNBTaLHH
Mepesl NMPUHATHEM DEIIEHHS O NPHMEHCHHA
KI'K.

6. Murpess

YeennuerHe  HacToThl  MAH  THKECTH
npuctynos Murpens npyn npumesenun KI'K
(4ro MOKET (%533 NPH3HAKOM,
NPE/UNECTBYHOMNM  HAPYIUEHHIO MO3r0BOTO
KpOBOODpAIICHHA) MOKET CTaTh NPUYHHOM
JUIA HCMCUICHHOTO TPCKPauICHMA NpHeMa
KI'K.

7. Hpyrvie MCOMIMHCKHEC —COCTORHMA,

CRAZAHHLIC C HEXCAATC/IBHHMH COCYIHCTHIMN

Caxapreiii guaber, rHNEProMOIHCTEHHEMHS,

[NOpaXEHHE CEPACHHOD Kianaxsa H

ABNCHHAMM dubpuaaas 1peacepni,
JHCTHMOTPOTCHHOMHA H CHCTCMHAR KpacHas
BOJIYAHKA.
Cumnmoner AT

B ciyuac MOABJICHHS CHMITOMOB KCHUIMHAM CCAYST PEKOMEHAOBATE CPOUHO OOPATHTECA 32

MEIHIUHHCKOH IIOMONIBIO H cOoBImHTE MeMuMHCKOMY paboTanky o npueme KI'K.

—  BHE3aNHOE OHeMeHye HnM cnafoCTh MBI JIHIA, PYKH WIH HOTH, OCOBCHHO © 0HOM

CTOPOHb! TEIA;

—-  BHEIANHOE NOARICHHE TPYAHOCTEH NpH X0ashe, rONOBOKPYACHHE, MOTEPIO PABHOBECHS

HIH KOOP/THHALHH,

—  BHE3ANHYIO CIYTAHHOCTD CO3HAHHA, 3ATPYAHCHHYIO PCb WIH HCIIOHMMAHHCE YYIKOHA peun;

~  BHEIQAIHOE HAPYIICHHE IPEHHS OJHOTO HAH ABYX ras;

—~  BHE3RMHYIO CHABHYIO HIH NPOAOTKHTCABHYIO IUIOBHYIO Bostb §€3 noMATHON NpHYHHEL,

—  MOTEPIO CO3HAHUA KM OBMOPOK ¢ cyloporaMyt M Oes HHX.

ﬂpcxo;uumc CHUMITOMEL VKA3LIBAIOT HA TO, ITO 5TC TPAHIHTOPHAA HINCMHHCCKAA aTaxa.
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Cum a Mi MO

~ Gomb, MHCKOMPOPT, JABICHUE, THKECTS, OULYIICHHC C/ABAMBAHMA WIH PACcHpaHHA B

FPYAH, HIDKEe TPYAHHB WIH B PYKE;

- 4yBCTBO AHCKOMOOPTE, OTAAOLICE B CIHHY, YEMOCTS, FOPIO, PYKY, KHBOT,

~  YYBCTHO NEPENOIHEHHOCTH, HECBAPCHHA AKE/LY KA WK YAYIILA;

~  [OTIHBOCTH, TOWHOTY, PBOTY Kl NONOBOKPY/KCHHC,

—  CHABHYIO c/1300CTh, HYBCTBO TPEBOTH HIH OJINKY;

~  YHAUICHHOC KW HEPETYJIRPHOE cepauedHenHe,
Onyxonu
. B HEXOTOPEIX MTHACMHONOINHMCCKHX HCCICAOBAHHAX COOOIIANOCE O NOBLIMCHHOM PHOKE
PAIBHTHA PAKA WEHKH MaTKH y NABUMCHTOK, ummreasno nprrumaioumx KOK (=5 net), ognako
OCTAETCH HEACHLIM, B KaKoil creneHd AanHent sdupexr ceazan ¢ ApyrumH (axTopamMy PHCKa,
BXmMOoYas BHpYyC namuanomsl ucnosexa (BITH) # ocobensocT# ceKcyansHoro mnoBeacHHA.
DMHASMHONOrHYECKHE TAHHEIE O PHCKE PA3BUTHA PAKA [CHKH MATRY Y KCHUIMH, NPHHAMAIOUIMX
npenapar 3oaau”, orcyrcrayior.
. [px npumeticinn KOK B Gonee saicoxux pozax (50 mxz smunwiscmpaouona) puek
PRIRUTHS PAKA FHAOMETPHH W RHIHKKOR CHIAaeTcA. OCTaeTcs HeACHBIM, PACTIPOCTPAHSCTCH JIH
s1o Ha KOK, coaepsampe 17f-acmpaduoa.
= Tlpe mera-ananiie 54 SMHAESMHONOIHYECKHX HCCACMOBAHWHA Yy JKCHUIMH, TOMYHaBIIHX
KOK, comepsamme oamumuasempaducs, OpUl0  BeABNEHO  HeDONbHIOE  YBEIHYEHHE
omHocHTenbHOrO prcka (OP) passuTHs paka MonouHoM xeacssl (OP = 1,24). Tloswimennuil puck
NOCTeNeHHO HeveaaeT B Tewenne 10 mer nmocae npcxpamcnui nﬁﬁcua KOK-. Pak MOJIO"-IHO-ﬁ-.
AeNe3nl PeAKO PazBHRACTCH Y XCHIMH B Bo3pacte 70 40 j1eT, NOITOMY JONOIHATEILHOE YHCIO
CIY4aCB PaKa MONOUHON Rene3H y XCHIDMH, KOTOpHC npuenMalor win npuunmann KOK,
HeDONBUIOe TIO CPABHCHHIY ¢ OOIIMM PHCKOM Pa3BHTHA PaKa MONOYHOM Aenessl, ¥ MEHUIUH,
upumensmionmx KOK, pussnsiorcs Oonee pamnHe CTAAMH Paka MOJOMHON KenMeswl, WeM Y
WCHIIMH, HUKOI/IA MX He npumeHasmux. Hadmonaemas TenienHa NOBLIIEHHOr0 PHCKA MOXKCT
OwiTh ofycrnoBiena Gonee pasHeil JAMAHOCTHKOMA Paka MONOYHOM JKENElsl Y NALHeNTOK,
npunnmapumex KOK, 6xonornyccxum geficranem KOK ninm couerannen oGoux GaxTopos.
. B JipyroM S1MACMHONOIHYECKOM HCCIEIOBAMHH, NpoBefeHtomM B [laHui ¢ yJacTHCM
1,8 MHANHOHOE XEHIIHH, € MOCNEYIOULHM mﬁinoxeuneu B cpearem 10,9 siet, 681710 BRIRRACHO
yeeanscnne OP paseuria paka Mon09HOMN keneast y xenuun, udrensso npuaaMasuux KOK,
10 CPABHEHHIO ¢ KCHIMHAMM, KOTOPhie HHUKora He npumensan KOK (obwmi OP = 1,19; OP
papeuposancs ot 1,17 [npw nprmencann ot | roga u 20 mexee 5 sier] go 1,46 [npu npuMenensn

Gonce 10 mer]). Buasnensas pasuuua s abcomorHom pHeke (KOXHYECTBO CIyHaes paka
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MOIOMHOM JKE/ICIH CPCM IKCHIHN, KoTophie HuKoraa He npuuumand KOK, no cpasuenmio ¢
KEHIHHAMH, KOTODHC nNpHHMMaloT WM Hemasho npuammann KOK) Onua weSonbuwroii:
13 cayuaes wa 100 000 naupenro-ner.

. B penxux omyuasx y oxesmpn, npummvasmmx KOK, sabmopanoce paisurme
N0BPOKAYECTREHHEIX OTYX0 el IEUCHHK | CIIE PEKE — JOKAYECTECHHEIX. B OTACABHBIX cryyasx
ITH OMYXOMH TPHEOAMAN X YIPOKAIOLINM KH3HH BHYTpHOpomHEM kpoeoTedeHHaM. [Ipu
MOABNCHUHA MHTCHCHBHON GO/ B BepxXHeH TacTH ¥OBOTA, YBCIHYCHHA NEYCHH HIM CHMIITOMOB
BHYTpHOpIOIHOrO KpoBoTedeHns y keHiH, npuHmMaoumx KOK, HeoOX0AHMO HCKMIOUHTE
OMYXOJh TEHCHM.

Menunzuoma

Coobanocs 0 BOIHHKHOBCHNH MCHHHIHOMBL (OHHOYHOM # MHOXECTBEHHOHA) NPH ANHTCABHOM
(HECKOALKO fET) MOHOTEPANHE HOMEI3CTPOIOM B ao3ax 3,75 mr wan 5 mr/cyTsu 1 sinme, Ecimm y
nALMEHTKH, [onydasmed npenapar 303an”, AMATHOCTHPOBAHA MEHMHIHOMA, JCYeHHE CHCAYCT
npexpaTHTs (oM. pasaen «lIpoTuBonoxasannm).

Fenamum C

B X0/¢ KIMHHYECKHX KCCIeA0BaHni KOMOHHAUMN NCKADCTBCHHBIX NPENapaTos QA JeYeHMs
BupycHoro renarira C oMOHTacEHp/IAPHTANPEBHP/PHTOHABHD C Aacabysupos nan Ges Hero,
yeemicHie axTuanoctd AJIT Gonee yem 1 5 pas oT BepXueit rpaHHilsl HOPMBI 3HAYMTE/IBHO HaIIe
HaDMOJANOCE Y  KEHNIMH, [PUMEHAIOWMX JICKAPCTREHHLIE TNPENapaT, CONCPAKAIUHE
ITHHIWDCTPaanon, Hanpimep, Takde xak KOK. YV KeHUHH, NPHMEHSIOMMX NCKAPCTECHHKIC
NPENapaThl, COUEPRALME ICTPOreHE, OTIHIHEIC OT ITHHIWICTPAIHO/A, TAKHC KaK CTPaaMon,
CKOPOCTS yBennucHus axruasoctyt AJIT Gra cX0AHA ¢ TAKOBOH Y MEHIINH, HE TPHMCHSIOMIHX
KAKHX-THOO SCTPOreHOB. TeM HC MCHEe, B CBR3M C OIPAHMMCHHBIM HHCIOM JKEHINHH,
NPHHIMAIOIMX APYTHE CTPOrCHH, OTANYHNE OT ITHHHATPagHoAa, Heobxommmo cobmopars
OCTOPOXKHOCTE MpPH COBMCCTHOM TPHMCHCHWH npenapata ¢ xomOmeawmedi npenaparosn
ombuTacsup/napuTanpesnp/puTonaBHp ¢ nacabysupoM wam Ges mero (oM. pasgen
«BaanmoaeiicTBHE ¢ APYTHMH JICKAPCTBCHHBIMM CPCACTBAMID: ).

Hpyeue cocmoanus

. V OREHIMH © FHICPTPHIIHUEPHIEMHER HWIH COOTBETCTBYIOMHM CCMCHHEIM aHAMHCIOM
TOBRIINICH PHCK PAIBHTHA NAHKPEATHTA MIPH nfmme KOK.

. V  suorsx kenupn, nonygaommx KOK, omveuanock wseSomemoe nossiexue
APTEPHATLHOTO JARNECHHS, OJHAKO KIHHHYCCKH SHATHMOC MOBAINICHHC aPTCPHANLHOTO AABICHHA

nabmonanock penko. Ceass mexay npuemom KOK » aprepaansHoil runeprenameil se

 yeranoenena. Opmako ecnu wa ¢ome npuema KOK paseusaerca crofikas aprepuanbras

rHnepTeHsnd, To uenecoobpasio nproctanoruts npuem KOK # nasHaswTs runotvesmmeHyio
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repanmio. [Ipy agexsaTHoM KOHTpOME APTEPHANBHOIO [ABACHHA ¢ TOMOIIBIO MHIIOTEHIHBHEIX
NpenapartoB BoIMoxHO BosobHoBAcHNE npema KOK.

. Ha ¢one GepemennocTu n Bo apems npumeserns KOK Oui0 oTMeueH0 pasBHTHE HITH
YXYALIeHHE CTeAYIONMX COCTONHHM, XOTH X CBE35 C TPHEMOM KOHTPALRNTHEOR OXOHYATENHHO
He YCTAHOBJICHA:! KCATYXA H/HITH 311, CBAZRHHKIC ¢ X0AecTasoM, 00pa3oBaHme KaMHel B mchmn
My3sipe, NOpHUpPKA, CHCTEMHAS KPACHAS BOMYAHKE, MCMOIHTHKO-YPEMHYECKHA CHHIPOM, Xopes
CuacHrama (Manas Xopea), repiiec Bo BpeMa OepeMeHHOCTH, TIOTCPA CayXa, CBasaHHag ¢
OTOCKIIePO3IOM,

. V MCHUIMH ¢ HACACACTBECHHEIMM (OPMAMH AHIHOHEBPOTHYECKOND OTCKA IKIONCHHLIC
SCTPOICHH MOFYT BH3BIBATE MIN YXYAILATE CHMITTOMEl AHFHOHEBPOTHYCCKOMO OTCKA.

. [Ips OCTPHIX M XPOHHYECKHX HAPYIIEHMAX (PYHKIH DEYEHH MOMCT noTpefoBaThCs
ormena KOK 10 Tex nop, MoKa He HOPManu3yloTes nokasareau GyHxunn neveny, Ilpu peunanse
XOJNECTATHYECKOR KENTYXH, Biepshle HaOmonasmeiica BO BPeMA OCPEMCHHOCTH HAM 1PH
PRI IIEM NPHMEHEHKH NOIOBLIX FOPMOHOB, HeoDXo1HMo npexpaTnTs npuem KOK.

. - Heeamotpa ma 10, 9ro KOK MOryT ORasHBATE BAMAHHC H3 HHCYTHHOPCIMCTCHTHOLTE M
TONEPAHTHOCTL K [MOKO3e, HEOOXOAMMOCTE B  H3IMCHCHHH DOKMME  J103MPOBAHMA
FHIOIMKEMHYSCKHX NPeNapaTos Y NALMEHTOK ¢ caxapamM auaberom, npuaumaiommx KOK,
copepautie Mexee 0,05 Mr smnHmascTpagnona, oteyrerasyer. Oaraxo HeoOX0AMMO TIATCNBHO
NPOBONTE TICPHOAMYMECKME OCMOTPEl KEHIMK ¢ caxapHey graberoM, npuruMalomux KOK,

0COGEHHO B TCYEHHE MEPBEIX MCCALICH.

. Bonesns Kpona, A3BCHABIN KOOMT H YXYAICHHE TCHEHHA JENPECCHH aCCOLHHPOBAIHCE C
npuemom KOK,
. Huoraa pazsueanack X10a3ma, 0CoBEHHO Y XEHIIMHE ¢ JAHHEIM 3a00IeBaHHeM B aHAMITE3R.

JKeHmuHAM, OPEAPACTIONOKCHHBIM K PasBHTHIO XJI0a3Mbl, CICayeT Hi0erars CONHEYHOro
oburysenna 1w sosgeitcrang ynestpadHonerosoro ceera Bo spema npuenma KOK.

. [MogaencHHOE  HACTPOEHHME W JICTIPECCHA  ABAAIOTCA  XOPOIIO  H3BECTHRIMH
HexenateNsHeIMY  dpdexTaMn nNpHMEHeHHS TOPMOHANBHEIX KOHTPRUCITTHBOB (CM, pasac:n
«[lobounoe ueficTeren). Jlenpecchs MoxeT OMTH TEXKeNOH M SRAfeTc OOMICHIBECTHHIM
(haxTopoM pHCKA CYMUMAANBHOIO MOBEACHHA M COBCPIICHHA CYHIHZa, ACHIUMHAM CHCIyeT
PEKOMCHIOBATS OOPAaTHTHCSH K CBOSMY NEYalleMy Bpady NpH NOARICHHH HIMEHCHHIT HACTPOCHHS
H CHMITTOMOR JICTIPECCHH, B TOM YHCIIE BCKOPE NOCE HAYAAA TepPaTHH.

Meouyunckue 06ca1e006anUA/KOHCYIBMARUN

[Mepen HazsaueHueM MMM BOOGHORJIGHHEM NpHeMa npenapata 30oMK” cremyer TIATEALHO
OZHAKOMMTECH ¢ MEJHUHHCKHM aHAMHEI0M (BKTIOUAS CeMCHHBIN) JKCHUMHE M HCKMOMHTS

BepementocTs ~HeodX0qHMO -HIMEPHTH APTCPHANBHOC TABICHHC H-NIPH HANMYHMN NOKasaHui
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npoBecTH (PHINKanEHOE OOC/ICAOBAHNE C YHMCTOM NPOTHBONOKAZAHMA W NPSAOCTEPEKRCHMIL,
Murepsan Mexily KOHTPONLHLIME MEAHIHHCKHMH OCMOTPaMH ONPCACISCTCA B KaXIOM
OTAC/ILHOM Cliydae, HO He pese Yem | paz 8 6 MecALes.

Baxuo o0paTHT® BHHMEHMC NAIMCHTKHM HA MHPOPMAIMIO O BCHOZHMX M APTCPHANBHEIX
TpoMBO3aX, B TOM YHCIIC O PHCKE NPH IIPHMEHCHHH npenapara 305/® 10 cpaBHEHNIO ¢ APYTHMK
KOK, commmromax BT s ATD, m3gecTHnIX $akTopax pHcka o ACHCTBHAX 1PH [0103PEHIN Ha
TpombGos,

Kenwmua gomxaa 6MTs HadopMuposana o ToMm, uto KOK e sanpmaior or BHY-undexipm
(CITH/Ia) 1 gpyryx sabosesan#ii, nepelaioHXCs MOAOBLM MyTeM.

Cruncenue spdexmuenocmu

Ipdexrusnocts KOK moxer cunaursca B ciyqae nponycxa tadnerok (oM. pasgen «Cnocob
NPHMCHCHIA ¥ [I0600), ACCAYAOMHO-KHINECHHBIX PACCTPONCTS BO BPEMA NpHeMa TaGIeToK,
cosepammx aeficteyiomme sewecrsa, (cMm. pazgen «Cnocod NpHMEHEHHA M JI03L) WM B
ciayuae cony‘rcrsyiomcﬂ TCPANHM, KOTOPAs CHUKACT xouucurpamno HOMEraCTpONa aLeTaTa B
nnasMe KpoBH (CM. pasaei «B3auMoaciicTBHe © APyTHMH ICKAPCTECHHBMY CPEICTRAMMNY).
HaMenenus xapakmepa Mencmpyayuii

[Tpu npueme modux KOK MoryT Habmosarecs «pOpHBHLE) KPOBOTCUCHHA HIIH «MAKYIIHE?
BhlOEeHHA, OCOOCHHO B TCPBEIC HCCKOAbKO Mecxucs. ChcnosaTensko, npoBejicHuc
ODCNeJOBAHKS TNPH HCPCTYASPHHX KPOBOTCHCHMAX OGOCHOBAHHO TOMBKO HOCHE [EPHOAA
ananraas (nprvepro 3 makna). Y 15-20% sKeHmmH npH npuMcHenHH npenapara 3osmu®™
HAD/FOAATHCh ALMKAHYECKHE KPOBAHACTHIE BRIIENCHHA NOCHe JAHHOIO NePHOA ANANMTALMH,
Ecmi  HeperynspHEIC KPOBOTCHCHHA COXPAHAKOTCK HAH BOSHHKAKOT [OCAE  MPeABLIYIHX
PCTYARPHEIX [MKAOB, HEOOXOAMMO NPEANONOANTE HETOPMOHANLILIE NPHYHHE H TMPOBECTH
JMATHOCTHYCCKHE  MCCHCHOBAHMA  JUIS  MCKIIOYEHMH  300KAYeCTBEHHOH ONYXOnH MM
BepemerrocT. Moxer norpefoparsca IHAIHOCTHYECKOE BRCKAC/HBARKE,

Y KCHIIME, NPHHNMABWINX nperjapar 302an®, npofoakHTEnbHOCTE KpoBOTEUCHHIL «OTMENL
COCTaBMNA B CpejtHeM 3-4 IHA,

Hexoropsie WeHuHHEL, NPHANMABIIHE Npenapar 3001H”, OTMeUATH OTCYTCTBHE KPOBOTCHEHHS
«OTMEHBDY BO BPEeMA NIPHeMa KenThX TabneTox muaueGo, Xors onu ke Ghumm Gepemennnt. Tpu
NPOBESEHHH KAHHHYECKHX HCCACAOBAHHA OTCYTCTRHE KPOBOTCHCHHA COTMEHEDY OTMEMANOCH B
18-32% cayqaes (na npomoxenwu wwkaoe ¢ | no 12). B nopobusix caywasx oTcyrcTRHe
KPOBOTEMCHHMA «OTMEHBI® He OBUID CBA3aHO ¢ Bonce BRICOKOH 4acTOTON «IPOPHIBHLIXY
KPOBOTEUSHH I/« MaKYTIHX» BEICICHHH B MOCAeRYFOMMX wHKAax. ¥ 4,6% xesmmy Habmoxanock
OTCYTCTRIHE KPOBOTEYEHHA (OTMEHED B KRKIOM H3 NEPBLIX TPEX IMKNOB MPHMCHCHHA NPCNapaTa.

B pamofl nogrpyine 6501 BHICOKHH MPOLCHT ACHUIMH © OTCYTCTBHEM KPOBOTCHEHHA (OTMEAL)
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B pocaegyiompx umknax (76-87%). Mz 28% menumn, y KOTOPHIX KPOBOTEHEHHE (OTMEHED
OTCYTCTBOBAJO 110 KpafHedt Mepe B 0IHOM LHK/IC (Ha NPOTAKCHIHH tHxIos 2, 3 wan 4), y 51-62%
NaLHeHTOX Takke HabMOMANOCE OTCYTCTBHE KPOROTEHCHHS «OTMEHBIM B MOCACAYIOUIHX IIHKIAX.
Ecom npn npuese npenapata 300mn® B COOTBETCTBHH C PEKOMENJAIMAMY, ONHMCAHHMMH B
pazneinc «Criocod NPUMCHEHNS H 10351, OTCYTCTRYET KPOBOTEHEHHE KOTMEHBIN, TO BEPORATHOCTH
OepemennocTd HiGKad. OfHAKO €CH XEHIIMHA HE NPHHHMANA NPEnapaT B COOTBETCTRHH ¢
PEKOMEHIALHAMH HIIH €CAM OTCYTCTBYIOT (B2 KPOBOTCHCHHMA «OTMEHED MIOAPAX, TO HCODXOAMMO
HCKTIOUHTE GepeMeHHOCTS.

Hemu

HemspecTio, SBN4ETCH JIM KONMYECTBO 3CTPAIMONE B mpenapare 300an” JOCTATOMHEIM NS
NOJIEPKAHUA ANCKBATHONO YPOBHA ICTPRIHOIA Y MOAPOCTKOB, 0CODEHHO NS NPHPOCTA KOCTHOM
MaCCHI.

JMatiopamopusie ananuszsi

[IpuMerenie NPOTHBOZAYATOUHKIX CTEPOHNOB MOMXET NOBJIMATE HA PE3YIETATHL HEKOTOPHIX
1a00pATOPHIX HATH30B, BXIIOUAA OHOXHMHUECKHE IOKAATENH QYHKUMH NEYCHH, UIMTORKIIHOIN
HeJIe3bl, HAAMOUCYHHKOE H IOYEK, KOHUEHTpawmio Oenkos (Hocwresicil) B nnasme Xposw,
HaNpUMep, KOPTHKOCTEPOHA-CEAZEIBAIOMEID 00y nuEa ¥ Ppaxumii AMNHAOR/ THIIONPOTEHIIOB,
NapamMerpsl  YITIEBOAHONO ofmeHa i NapaMcTPH CBOPTHIBACMOCTH KpoBH M (ubpuuommsa.
Hamenenna o0BIHO OCTAKNTCH B [IPEAenaxX HOPMATKHOIO AHANAIOHA.

Bcnosozamensnute seugecmea '

[laupeHTRaM ©  peaKo BCIPEHAOWMMHCH HACNCACTBCHHBIMH  3a00NCBAHMAMH, BKIHOYAsN
HEMEPEHOCHMOCTE  MUIAKTOZH, JehHUMT AaKTasH WIH CHHIPOM I/IOKO30-TaNaKTO3HOM
mansabeopOipmm, He caeTyeT MPHHHMATE AaHHBH TeKapCTBEHHEI npenapar.

Bumsnne Ha cnoco0HOCTL YUIPaBASTE TPAHCHOPTHLIMM CPEACTBAMM H MEXAHHIMAMMN
lMpenapar 30nn™ He OKa3MBaeT BAMANMA HA CNOCOOGHOCTE YIPABNATH TPAHCTIOPTHEIMH
CpeACTEAMH H paboTaTh © MEXAHM3IMAMK,

®opma BEINyCKA

Tabnerku, nokpuTee nnesounoi obosouxof, 2,5 mr+ 1,5 mr.

[To 28 rabnerox (24 Oensie rabneTxu, cofepmamue ACHCTBYIOMME BEIICCTBa, M 4 KEITHIE
TabnerTky nnanebo) s Ganerepe uz [BX/amomunneroit donery. [lo 1 uam 3 Gnucrepa Bmecte ¢
KoHBEpTOM Aa8 Oimcrepa (HaM Ge2 HEro), CTHKCPOM © JHAMH HOJACAH M WHCTpYKIMeH mno
MPHMCHCHHIO B KAPTOHHOM NauKe, Ha KOTOPYIO AONOIHKTENLHO MOrYT GHTE HAHCCCHR 3AMMTHEIC
ITHUKETKH KOHTPOJIA [ICPBON0 BCKPHTHA YTIAKOBKH.

Yenosus xpanenus

[Tpn remneparype or 2 a0 30 °C. Xpanurs B HEAOCTYITHOM JUIA IICTCH MECTE,
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Cpok roanoca

3 roaa. He npuMCHATE N0 HCTCUCHHH CPOKA NOHOCTH.

Yenosus ornyexa

Orayek no peuenty.

Baajesen perncrpanmoRHoro yA0CToBepeHast

3enmiga K.c., Yemckas Peciybnmka. |

V kabenosum 130, 102 37, Ipara 10, Toann Mexonynsl, Yemcekan PecnyGnnka.
TponisopITets

Bee cmaduu npouseodcmeennozo npowecca

Hensdapm Nnwe C.A.C., Opanuus.

Huaycrpuansaas soua PyGa-Bocrok, pio ae Tyvpdae 22, CS 50070, 59452 JIUC JIE JIAHHVA,
Cenexe, Ppasuma,

Oprasusanns, NPHEHMAIOLIAS DPETeH3Inn 0T noTpebureaeii

000 «3enTrea Dapmayn, Poccus.

127030, r. Mocksa, si.rep.r. M.0. Taepekoi,

yi1. HosocnoBoncxas, 4. 31, ¢1p. 4, nomew. VI

Ten.: +7 (499) 350-13-48.

MecHeaKep no perscTpauHH

000 «3entupa Dapman Cuaosa J1. A,




