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UHCTPYKLIMS 9344 -2019
110 MEAHITHHCKOMY NPHMEHCHHIO JIEKaPCTBEHHOTO Npenapara (AHCTOR-BRAAABIT)
Inapbn”® Koo

¥ Jlanusidi neKapcTBeHHbIl npenapar MOUTKHT ACNOIHHTEILHOMY MOHMTOPHHIY. ITO NO3BOIHT
GRICTPO BHABHTH HOBYIO HH(POPMAIMIO N0 BEIONACHOCTH. Mt obpamaemces K pabOTHHKAM CHCTEMB
3PABOOXPAHCHNA ¢ NPockBOil coOBMATE O MOOBIX N003PCRACMBIX HEKC/TATEILHBIX peakunsx. O Tom,
KakuM oBpazom caeyeT CooDIaTh O HEKENATENbHbIX PEAKLHAX, CM. B pasacic 48

1. HAUMEHOBAHHE JEKAPCTBEHHOT'O IMPEIAPATA
Snapbu ¥ Kno
Mesk/1yHAPOAHOE HENATeHTOBAHHOE HAUMEHOBaHME: ATHICAPTAHA MENOKCOMHI+XNOPTATHAOH

2. KAYECTBEHHbIH M KOJMYECTBEHHbIH COCTAB

| Tabnerxa ConepxRHT:

Axmusnoe eeufecmeon

40 Mr/12,5 Mr: aswicaprana MEAOKCOMMA Kanus 42.68 Mr COOTBETCTRYET A3HICAPTANA MEORCOMMITY
40 mr; xnopranuaon 12,5 mr

40 mr/25 wr: asmacaprana MenoxkcoMm kauna 42.68 Mmmmww

40 mr; xan0opTanuaos 25 Mr
Toietii nepexens SCROMOZAMENLHNBIX Geujecms cu, 6 pasgbiid BACTEPCTEON 8/IPABOOXPAHEHNHA

'FPECITVBIIMKY BRIAPYCH

TEA IPEPOOXPRESHIIN
3. ®OPMA BBITYCKA T ety Gt BARAPYCS
:):i;;erxu, NOKPHITHIE NIACHOYHON 060104KOH. o ol OF 1l 2 553
anue

40 mr/12,5 Mr: Kpyrible JBOAKOBLITYKIbiC TabneTKy, NOKPHITBIC TACHOYHON 0GOI0UKOH, CBETAO-
POJOBOTO IBETA € HAHCCEHHBIMH CEPLIMH “epHuiamu Hamnucamu «A/C» w «40/12.5» na oanod
CTOpOHe.

40 Mr/235 Mr: Kpyriibie ABOSKOBLITYK/bIC Ta0NeTKH, TOKPHITHIC ICHOYHON 000N04KOH, POIOBOIO IBCTA
C HAHECEHHBLIMA CephIMH YepHiiaMu Hannueamu «A/Cy i «40/25» na 0AHOH CTOPOHE.

4. KJIHHHYECKHE JIAHHBIE

4.1  TMoxkazanus K npuMeHennio

Jlewenue aprepHanbHOi FHNEPTEHIHH Y BIPOCIIBIX.

Jlexapcreennniii npenapar 3nap6u'° Ko ssaseres Gpukcuposannoii kombuHalmed, npeanasHatennol
A JICYCHHSA B3POCIIBIX MALMCHTOB, YPOBCHbL APTEPHATLHOIO AABICHHA KOTOPLIX HC KOHTPOIMPYETCR
MOHOTEPANKei ¢ HCIOILIOBAHNCM 23W/ICAPTAHA MEAOKCOMMIIA.

4.2  Cnocol npumeHesus # 103HPOBKA

Hosnposka

Bipociwe

PekoMeiulyemas HauaibHas A038 JEKAPCTBEHHOrO mpenapara coctanfer | raGierka A03MpoBXOl
40/12,5 Mr oauH pa3 B CYTKH ¥ (QUHEHTOB, YPOBCHb APTEPHATLHOrO IABICHHA Y KOTOPhIN i
KOHTPOJIMPYETCH  [POBOAMMON  AHTHIHNEPTEH3IHBHOH MOHOTEpAlHeH, TakoR KaK NPHMEHCHHE
NeKapcTBeHHOro npenapata Inapbu™ nosuposkoit 40 mr wim 80 mr.
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[pn neobxommocTd 70338 MOKeT ObITH TOBLILEHA, MAKCHMANLHO ao 1 TabNCTKH J03UPOBKOH
40 Mr/25 Mr OtMH pas B CYTKH. 8344 -201 g
OObiHo GAM3KHI K MAKCHMAILHOMY AHTHIHNepTeH3WBHLIE ddexT nocrwractes B revenne 1-2
HEJIeNb NpHeMa, a Makcumanbabii et nocturacres x 4 Heaene,

Ocobwie 2pynnm nayuenmos l 4 IACOBAKO I

< M ATTPANCOX PAHEHTLS
Hayuenmvt noxcwrozo sospacma (65 aem u cmapwee) | MOTHACTEPCTINN &l BRTANS
Koppekima mavanswoit mosm Jnapou® Ko y nauuemwoq noaxunom mpacra B APEQYETCR;

OCTOPOXHOCTE M TUIATEABHOC MEIHUMHCKOE HAONIONCHHE PEKOMEHAOBAHLI fIpH - HEMOH3OBAH M y
NOKMILIX TNANKEHTOB 75 T W cTapmie, y KOTOPWX MoOXeT ObITh TOBLILEH PHCK PaIBHTHA
HEKCNATeNLHLIX ABieHi (oM. pazacn 5.2).

Tovewnas nedocmamoynocme

Xaopranuaoun, KoMnoHeHT Inapou® Kio, HeNb3s MCNoas308aTH ¥ MALMCHTOR © TSRCIOH MOMCHHON
HeaocTarounoctsio (CK® <30 suwmun/1,73 M%) u anypueii (oM. paszen 4.3). Otcyrersyer onir
NPHMCHEHHA ICKapCTBCHHOID [PENapara y NalMeHToB, HEAABHO [epeHecinny TPaHCIIAHTALHIO
nouky. [launent ¢ noveunoif wepocTaroMHOCTHIO Nerkofi wan cpeanedi creneny (CK® >30-<90
mi/Mii/1,73 M%) B KOPPEKIHK 10761 HE HYKAAKOTCA,

Hevenounas nedocmamoynocnis

Xnoprauuuon, kommonenT Inapou” Ko, HeAb3s HCNONLIOBATE ¥ NAUMEHTOB € TS0 NEHEHOYHON
HEAOCTATOYHOCTHIO (eM. pasgen 4.3). Onwir npumerenns Iaapou™ Ko y naumentos ¢ HapymeHusmu
dyukumn nedenn nerkol WM cpeaneli CTEneHH OrPaHHYEN; OHAKO KOPPCKIUMA HAYAILHOH J03H
Dnapou® Ko y nammenton ¢ HAPYIICHHAMH QYHKUHH NEYCHH ACrKOH WJIH CPCAHCH CTCICHH He
Tpedyercs.

THasMaL! cieyeT HCNOABIOBATH C OCTOPOKHOCTHIO Y NAUMCHTOB C HADYLICHHEM QYHKIHH neYenn
(em. pazaenst 4.3 u 4.4). Hesnaunrensibie HIMEHEHHA BOJIHO-VICKTPOIMTHOIO Oananca BenejacTaHe
MPHMCHEHHA  THaSHAHLIX JIMYPCTHKOB MOIYT CHPOBOUMPORATH Pa3BHTHC NEYCHOYHON KOMBbI.
Pexomeniosan Tmareasnstii MOHRHTOPHET (cM. pasjen 5.2),

Vaenvwienue enympucocyoucmozo obvema

Y NaumeHToB ¢ yMenbiueHHeM 0DkeMa IHPKY/THPYIONeH KPoBK Win concii (HanpHMep, v MAUHEHTOSs ¢
PBOTOH, AMapeel WM y NALHeNTOB, OAYHAIONMX BEICOKHE 03kl AHYPETHKOB) IPHMEHEHHE Dnapbn™
Kio creayer maumnate noa TmaTeNsHeM MCAMIMHCKHM HAGMIOACHHEM, TOTLKO NOCHE KOPPeKLHM
obBeMa IMPKYIHPYIOWIEH KHAKOCTH HIH Coeit (cM. paznen 4.4),

[pexoasian rUNOTERIMBHAS PEaKIMA BCACACTBHC YMEHLIIEHHA 0OHEMa HHPKYJIHPYIOLIEH KPOBH He
NPENATCTBYET NPOAOIKCHHIO IEHCHHR, KOTOPOE ODBLIMHO MOKHO MPOACIDKATE 663 1aTpyAHCHNI nocne
cTabHTH3aLMKM PTCPHATLHOIO A4BICHHS H 0DBEMA IHPKYIHPYIOIIEH KPOBH.

Cepdeunan nedocmamounocme

Y nauuenTon ¢ aprepHanbHOlM THIICPTEHIHEH M 3aCTOHHOH CepaevHol HEJOCTATOMHOCTLIO CAe/yer
CODMOAATE OCTOPOKHOCTE, MOCKO/ILKY ONLITA NpHMeHenus Iapon® Kio ¥ 9THX DANHCHTOB HET,
layuenmis nezpoudnoi pace

HeoOXoMMOCTH B KOPPEeKUMH 40361 Y 9THX NMALUMEHTOR HET, OHH OBBYHO XAPAKTCPH3YIOTCH KaK
NAUNCHTE! C APTCPHAILHON IHNICPTEHIHER ¢ HH3KHM YPOBHEM peHMHA M ocaabiaeHHoN peaxiuned na
Onoxaropel PEHHH-2HIHOTCH3IHH-ANLA0CTEPOHOBO  cHeremst (PAAC). Baussne wa aprepsaibnoe
nasnenue u npoduns Gesomacnoctd Dpapéu™ Ko v NAuMEHTOB HCrpOMIHON packl aHAIOTHYEH
TAKOBEIM Y JTHIL APYTO# pacoBOi NPHHAICKHOCTH,

Hemu

bezonacnocts n dexTuBROCTL HeTONB30BAHKS Dnapou® Kno Y JeTei M NOAPOCTKOB B Bospacte or ()
20 18 iet He yeranornensl. JlanHbie OTCYTCTBYIOT.
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Daapbu” Kno npeasasHayen [Ais NEPOPATLHON0 MPHMCHEHHA HEIABHCHMO OT [PHEMA MMM (ewm,
paszen 5.2).

4.3 lporusonoxkasanns WIHICT OM BAPABOOXPAREHRT |
| MIepUYBCTBHTEABHOCTE K AKTHBHOMY BCICCTRY WIH K JOGOMY Wy BONOMOT AT LHbIX
BenecTs vl ey g
- Bepemennocts (oM. payenst 4.4 n 4.6)
= Tixenasn crenenb NeYeHOYHOH HEAOCTATOHHOCTH
- Takeuas crenens noueunoit neaocrarounoct (CK® <30 mu/mun/1,73 M%)
= AnypHa
- Pedpaxrepnas runonarpuemus (oM. pazaeas 4.4 u 4.8)
- I'nnepkansumemus (cM. paznenst 4.4)
- CuMnToMarHyeckas THnepypHKeMus (oM. pasienst 4.4 u 4.8)
- Oauospemennoe npumenenne Inapou™ Ko ¢ cKaperBeHHbIMI NPENapaTamMy, COACPRAAMK
ANNCKMPEH, Y NALMENTOR ¢ CAXAPHBIM AHaGeToM WM noueunoli Hepoctarounoctbio (CK® <60

Ma/Min 1,73 M%) (em. pasgens 4.5 u 5.1).

|
——

4.4  Mepst npeocTopoRHOCTH

JBoiinas 6nokajsa PAAC

CyuecTsyior JOKa3areabersa, YTO0 KOMOHHMPOBAHHOE NPHMCHCHHMC HMHIHOMTOPOB AHTHOTCH3MN-
npespamaiomero hepmenta (AI®), Gaoxaropor penentopos anrnorensuna 1l (BPA) win annckupena
MOBBLIIACT PHCK PAIBHTHA T'MIOTCHINH, FHNEPKANHEMHH H CHHAXCHHA (yHKuUMHM nouex (Brmoas
OCTPYIO NOYeUHYIO HejgocTarounocTs). [losromy asoinas Gnoxkana PAAC nyrem KoMOHHHPOBAHHOTO
npuMcHenns WHruduTopos AlI®, BPA 1M anucKHpena He PCKOMCHIOBaHa (oM, pasiensl 4.5 H 5.1).
Ecnu repanus ¢ asoiinoi Gaokanoi sasercs abecomoTHo HeoOXoAHMOMH, TO 0HA J0/IKHA NPOBOAHTHCH
TOALKO MO HabHOACHHEM CTIEHMATHCTa, a Takke Ha (oHe TmarerbHOro HabmoAeHNs 3a (GynKiHeH
TIONCK, COAEPAANHEM HIEKTPOIHTOR B apTepHaibibiM AasnendenM. He creayer nasHasars MHIHOHTOPEI
AllD smecte ¢ BPA naunerram ¢ anadernyeckoit Hedponarueit.

Axtusnposaynas PAAC

Y nauuenToB, 4HeH COCYAMCTHIA TOHYC W ToucYHas (GYHKUMS NPEHMYIUECTBEHHO IaBHCAT OT
akTuBHOCTH PAAC (Hanpumep, NAUMEHTHI € 3aCTOHMON CepleYHOR HEJOCTATOHHOCTHIO HIH ¢
HCXO/IHBIM  [OPRKEHHENM MNOYCK, BKIIOYAA JIBYCTOPOHHMHA CTCHO3 MOYCYHLIX aprepHil), aeueHwe
NEKAPCTBCHHBIME NPENapaTamy, OKa3bIBAIOIMMH BIHAHHE HA JTY CHCTEMY, TAKHMH KaK HHIHOHTODHI
AIID® u bPA, accouHHPOBAIOCH C PAIBHTHEM OCTPOH MHNOTEHINK, A3OTEMHH, ONHIYPHH KIH, B PCAKHX
ciyuasx, ocTpoil modednoH mepocrarounocti. [lpu wenonszosawwm Jaapdu” Kno seposthocTs
PAIBHTHA AHAIOrHYHLIX dPPexToB He MoXKeT OblTh HCKIIOYEHa.

Obcnenopanne NauMeHToBR © aprepnankHoii runeprensueil ¢ axrusuposannoil PAAC jomino
BEKIIOHATE NCPHOAHYECKOE HCCIEA0BAHKE NOYECHHON BYHKIMKM 1 YPOBHEH MEKTPOIHTOB.

UpesMepHoe CHMKEHHE YPOBHA  apTePHANLHONO  JIARIEHHS Y  NAUMEHTOB ¢ HIIEMHYECKOH
KAPIHOMMOIIATHCH HIIH HIICMHYECKHM HApYIICHHEM MO3TOBOT0 KPOBOODPAIICHHMA MOXET BLIIBATH
Pa3IBHTHE HHDAPKTa MHOKAP/IA HIIH HHCYILTA.

Tloteunan HEIOCTATOYHOCTS

Xnopranuzaou, xomnonent Dnapbu® Kno, Hensit #cnonsiosats y NauMCHTOB ¢ Takenol noueunol
neaocraroanocti (CK® <30 mu/mun/1,73 &%) (em. pasaen 4.3). [Naumentsi ¢ nerxoil way cpeanci
CTENEeHBIO MOYCHHOH HEAOCTATOMHOCTH B KOPPCKUMM JI03bl HE HYKAAIOTCA.



Heobxoanmo oTciexusars yXyameHne GyHKIHN notex y IAHERTOR C
NYTCM NCPHOAHYECKOrO MOHHTOPHHTA YPOBHEH KpearHiMua . cunopcmm u. ‘ans:l;x uros. Y
NAUHCHTOB € NOYCHHOH HEAOCTATOMHOCTHI) BEPORTHOCTHL cooﬁlncmm 06 auoﬂanbnoi BBICOKHMX
NOKA3ATENSNX CHBOPOTOMHOIO KpeaTHHHia 00/IEe BhICOKA. Y raxux nauawms ')aapﬁu cneayer
TINATEIBHO THTPOBATH B YC/OBHAX MOHHTOPHHIA YPOBHS GPTEPHATHHOIO JIARICHHA M [1apaMcTpos
(bysxumn novex. Y nauueHToB €O CTCHO30M NOYEHHON apTepui GYHKIHA MOYCK MOKCT YXYIATHCR,

YV nanmenTon ¢ nOYeHHOMN HEAOCTATOMHOCTHIO XAOPTANMAOH CIeAYeT HCMOIL30BaTh € OCTOPOKHOCTRIO,
MOCKONLKY OH MOXKET CHPOROUMPORATH paiswrve ajoTeMuu. [IpH OUEBHIHOM NPOrPECCHPOBAHHH
NOYEUHOH  HEAOCTATOMHOCTH  HEODXOAMMO  pPACCMOTPETL  BONPOC O MPHOCTAHOBACHHH  HIH

NPEKPAIIEHHUH TCPATTHH JTHYPECTHKAMH.
Tpancnaanranms nouku
B mactosuiee BpeMA OTCYTCTBYET ONLIT npumenenns napbn® Kino y nauMeHTos, HEAaBHO

NEPCHECLIHX TPAHCIUIAHTALMIO NOYKH.
lMeucHounas HENOCTATOHNHOCTE

Xnopranuiaon, komnowent Inapiu® Kno, Hessss HCNOAB30BaTH ¥ NANHEHTOR ¢ TAKEN0N NeYeHou oM
HEAOCTATOMHOCTH (CM. pasjien 4.3).

Onsir npamenenns Dgapou™ Ko y naumesTtos ¢ HapymicHuaMy (QYHKIHM NEHCHH Nerkod Wi
CPE/HEHl  CTENEHH OIPaHHYeH; OIHAKO, HA OCHOBE (PAPMAKOKHHCTHYUCCKHX JAHHbBIX, KOPPEXIMA
HauanbHOH 1036 Iaapon™ Kno y nanmenTos ¢ HapymeHHAMH GYHKIH NCUCHH NCTKO MM Cpeanei
CTencHu He Tpedyercs. He3HauMTe/IbHBIC H3MCHCHMS BOAHO-IIEKTPOJHTHOIO OANAHCA BCICACTBHE
NIPHMCHCHHA THAZHIHBIX JINYPETHKOB MOIYT CIIPOBOLHPOBATH pasBHTHE nevenounoi kombl. [o 91od
NPHYHHE PEKOMCHIOBAH TIWATENLHLIN MOHHTOPHHI' COCTORHMA JAHHBIX NAUMEHTOB (CM, pazaen 5.2).
I'Mnorensng y HTOB C YMEHLILIEHKE ;

Y NAUHEHTOR ¢ BO3MOXKHBIM CHIDKEHHEM 0DBEMa WHPKYAMPYIOWEH KPOBK MM Conel (Hanpumep, v
NAUMCHTOB ¢ PBOTOH, Adapeell HAH Y NAUHEHTOR, (ONYHRIOUIMX BBICOKHE JI03bI JMYPETHKOR)
npuMenenne iapbu™ Kno creayer HaunHath O TUWATEIRHEM MCIHUKHCKEM HaGaoneHuem (oM.
paziaen 4.2). Jlevenue Iapin”™ Ko creayer Hauuuars nocne xoppekimi 00beMa UMPKYAHPYIOEH
KPOBM W/unu conel.

Tlepay iHbiit THNEPANLIOCTEPOHMIM

OObIYHO  TMaUHENTR! ¢ MCPBHYHBIM  [HOEPAILAOCTCPOHMIMOM HC  OTBCYAIOT Ha  TCPANMIo
AHTHIATICPTCH3IHBHLIMH  /ICKaPCTBEHILIME  NPENAPATAMM, JCHCTBYIOUIHMH MNYTEM HHIHOMPOBAHHS
PEHHH-AHTHOTEH3IHHOBOH cHeTeMbl. [loaToMy y fasHBIX nanmeHTOB Henonkiosanne Iaapon”™ Ko ne
PEKOMEHIOBANO.

DnexrponuTHLI ucbananc

Kak # y molbiX NalMeHToB, NONYHAIOMMX [MYPCTHKH, CICAYET MEPHOMHYECKH MPOBOANTL
OHPE/IE/ICHHE YPOBHS HICKTPOIHTOR CHIBOPOTKH,

[lpuMencane THa3HAOB MOKCT BBRBATL AHCOANAHC KHAKOCTH HIH INCKTPONHTOB  (BKIIOUAA
FHIOKLIHCMHIO,  THNCPKATBLHEMHIO.  HIOHATPHEMHIO M THIOXJOPEMHYECKHH  ankanol).
HacTopaxnBalowuMi npusHakaMy AHCOANANCE JKIIKOCTH HIH AICKTPOTHTOR ARASIOTCH CYXOCTh BO
PTY, Kakaa, cnabocTs, 3aTOPMOKEHHOCTh, COHTHBOCTS, HECNOKORCTEO, MbleHble GO HIN CHAIMBI,
MBILICYHAS CAA00CTS, THIOTEH3NA, ONMIYPHA, TAXHKADIHS H AENYIOMHO-KHUIEHHBIC PaccTpoiicTsi.
TaKHe Kak TOWHOTA wim peota (ca. paizen 4.8). Ilepea wasanom newenus napon” Kno caeayer
CKOPPCKTHPOBATE BOAHBIA H MICKTPONHTHLIA JAucOananc.

unoxkanuemus

MnoKaimeMHs — 310 103038BHCHMAS HEXEATeNLHas PEaKUMA, KOTOPAs MOKET PaiBHTLCS MpH
MOHOTEPANHH XN0pTannaoHOM. OJHOBPEMEHHOE NPHMEHEHNE AJHIICAPTAHA MEJOKCOMMIA YMEHBILACT
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BHPAKEHHOCTL  THINOKATHEMHH, BAIIBAHHOH  NPHMCHCHHEM xaopranuaona.  OaHOBPEMCHHOE
NPUMCHEHHME TPENaparoB AMIHTATHCA MOKCT YCWIHTD HEKCARTCALRMC W. »
lepea HAaYaIOM ICYCHNS Inaptu® Ko runokammemMuio cieayet Wg{l’ubﬁaa‘rpﬂ A ITRiER
nnepraiuemus ECIY) WRIAPCE
AJH/ICAPTAHA ME0KCOMM/, KOMIOHCHT Dnapbn® Kno, mrr?r_o_nuc‘r PelienTopoR. ANTHOTEHIMHA L.
MOET CTATH NPHYHHON PAIBHTHA THNEPKAIHEMHN. XOTA Cy4aes pasBHIHi KIMHHACCKH FHAYHMON
FHICPKAIHEMHH NIPH MCNOILIOBAHNH Dnapou® Kno sauxcuposanio He OuUIO, (akropamu pHCKa
PAIBHTHA THNCPKATHEMHH ABIAKOTCH NOYEUHAS HEAOCTATOUHOCTE H/HITH CEpACYHAs HENOCTATOMHOCTD,
a TaKKe caxapHbiii auaber. KanuiicOeperaiomme AMypeTHRN, NPEnapaTsl Kaaua Hik FAMEHHTE/IH COTH,
COZCPAKAIHNC KaTHil, CleAYeT NPHMEHATE C OCTOPOKHOCTLIO NPH OAHOBPEMEHHOM npueme ¢ Daapou”
Kno (cm. paznen 4.5).

I MUOHATPHEMHS B THIOXAOPEMHYSCKH A/1KAN03
B0 nokaiano, Wro THA3Wibl BHISHIBAKOT Pa3sBHTHC [HIIOHATPHCMHM. Inapbn™ Kno neanss
HCNONB3ORATL Y NAIMEHTOR CO CTOHKON rmnoHarphemucit (cM. pasnen 4.3). Heduuur XaopHios
00biHO ¢1a00 BEIpaXKeH H HE TPpeOyeT NeveHns.

K eMus
THAa3M B CNOCOOHE! YMEHBINATL BHIBENCHHE KATbIHA ¢ MOYOH W BHI3BIBATL NCPHOMYCCKOC W METKOC
NOBBILICHUE YPOBHA CHIBOPOTOYHOTO KAILUHS MPH OTCYTCTEHE H3BECTHBIX uapywennit merabonuiva
KaabiiA, BHIPOKEHHAA IHNCPKAILIMEMHUS MOKET ObITh NPHIHAKOM NATEHTHOIO rHNeplapaTHpeoid.
lMepen nposejenneM HCCACAOBAHMA (DYNKUHH NAPAUMTOBHAHBIX FKENE3 NPHMCHEHHE THAZHIOB
ceayer npekpatiTh. Iaapom” Kio ue cnefyer Henois3onars y NaHEHTOB C runepkanbuneMuei (oM.
paznen 4.3).
[(MnomMarnHeMus
BLIIO NOKA3aHO, YTO THA3HIL YCHAMBAIOT BRIBCACHHE ¢ MOYOH MArHus, 470 MOKCT BbI3BATL PATRUTHC
rHnoMariHeMuy (oM. pasnen 4.5).
Crenos aopTansHOTO M M ro K1anas BHAA I HYECKAS KAPAHOMHOIIATHA
Kax ¥ npH HCNONL30BAHMK APYIHX JIEKAPCTBEHHMIX NPENAPATOB, BRILIBAIOILKX PACIIHPEHHC COCY/I0R
HITH YMEHBIICHHE 00BEMa LMPKYIMpYIoweli KpoBH, 0C0DaR OCTOPOKHOCTL TPEOYETCH Y IALKEHTOB CO
CTEHO30M AOPTANBHONO MM MMTPAILHOIO KNanaHa, a Takike C runeprpodHueckoil 0BCTPYKTHBHOM
KapanoMuonardes
Merabommueckue u 3unokpunibie Hpdekihl
JleyeHne THAIMAAMM MONET HAPYLWIMTL TOJNEPAHTHOCTH K [(JIOKO3E, B CBAIW C UCM  MOKCT
NOTPeGOBATHCH KOPPEKIHA 10361 HECYTHHA HAK NPOTHBOAHAGCTIHECKOrO Nevernd. Bo Bpens aeqcHius
THATHAMH MOMKET NPOABHTLCA NaTCHTHLIN caxapHbii anaber. C neucHHeM THASHAHBIMH HYPETHKAMM
ACCOLMMPOBANOCEH MOBLIICHHE YPOBHEH XONECTEPHHA H TPHITIHUEPH/IOB.
| HiepypHKemns
Y HCKOTOPBIX NAUMCHTOB, NOAYSAIOUMX XIOPTATHION WK APYIHE AHYPCTHKH, MOKET Habmoaarkes
PEIBHTHE THICPYPHKEMHH WIKH ODOCTPCHHE NOJAIphL. Dnapbu® Kno wHenawis Henoas3osars y
MALHEHTOB ¢ CHMIITOMATHYECKOH rHnepypuxemueit (cm. pasaen 4.3).
bepeMeHHoCTs
Ynapou” Ko Henbas npuuaMars O BpeMa Gepemennoct (M. pasnen 4.3),
He cneayer nasnasars BPA Bo Bpems GepemenHocTH. ECan TO/BKO NPOJOIDKCHHE TCPAlIHK bBPA ne
ARISETCR KHIHSHHO HeOOXOIAMBIM, NAUHEHTKAM, TIAHHPYIONTHM GEPEMEHHOCTD, CeayeT NepelTH na
ANLTCPHATHBHYIO  AHTHTHIICPTCH3MBHYK)  TEPAlHIO, KOTOpaZ  HMCCT NOKa3aHHbH  mpoduuib
GE30NACHOCTH UM TIPHMEHEHHS npH OcpemeHHOCTH. B ciayuae JAHarnoCTHpoBaiug DEPEMEHHOCTH
CHCAYET HEMCICHHO OTMEHHTHL evenwe BPA, W, npw HEOOXOIMMOCTH, HAYATL ANLTEPHATHBHOC
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aevenne (eM. pasaens 4.3 u 4.6). 3341 019
He cheiyer uenonb3oBars AnypeTHKH JUIA JICHCHHA OTEKOB WM APTEPHAILHON THICPTCHIMK upH

GepesmennocTy (oM. paszaen 4.6). | COI'JIACOBAHO
Jlurui [ IEFCTROM SPADOOX PASKRITS
Kak u B orwomenun apyrux BPA, npumerenmue i, B xomGuuauuu ¢ ’311a '
pekomenonano (cMm. pazaen 4.5). sy St e nnes
Hern

Bezonacuocts # 3pPEKTHBROCTH HCNOIL30RaRKR Diapou™ Kao y gereli 1 noapoctkos B sospacte ot 0
70 <18 neT He YCTAHOBICHBI. D,amiuc orcyncmym

Xo ! 15 15 -
CynuhonaMuist HAK NPOHIBOAHRIC cynubonamwm. MOTYT BBIZBIBATE MIMOCHHKPAIHYECKHE PEaKIinm,
NPHBOAALIME K PasBHTHIO XOPHOMAAILHOIO BBHIIOTA C JAcheKTOM NOAA  3PEHHNA,  OCTPOi
KParkoBPEMCHHOH MHONHE K OCTPOi 3aKpRITOYronbHoi raaykoMe. CHMNTOMB BRIIOYAIOT CHUACHHE
OCTPOTHI 3peHns nau Dok B 1/1a3aX, KOTOPbIC BOIHHKAIOT, KAK NPaBHIIO., B TEYCHHE HCCKONBKHX HACOR
MAK HCACAHL MOCHE HAYana npueMa JickapcTBeHHOre npenapara. [Ipu oTcyTeTBHM AcueHMA OCTpas
JAKPRITOYTONLHAA [AayKOMa MOXET npusectH K Heobparumoii motepe spenus. Ilpuw npossachnn
CHMIITOMOB HCOOXOAHMO KK MOKHO CKOpee NpeKpaTHTh npHeM npenapata. Ecam BHYTpHInasHoe
JAQBJICHUE OCTACTCA HEKOHTPOAMPYEMbBIM, MOKCT MOTPcOOBATBCA HCOTNOKHOC MEAMKAMEHTOIHOE
JIEHCHHE HWIH XHPYPIHYECKOE BMEaTensCTro. DaKropaMy pHCKa passHIHs OCTPORA 3aKpRITOYI0ALHOH
FI8YKOMBI MOTYT OBITE AICPIMUECKHE PCAKIMH HA CYTbPOHAMMB/LI HAH HA TICHHIM/UIMH B AHAMHE3C.

45  BsanvoaelicTBHE ¢ APYIMMN JIEKAPCTECHHBIMH NPENAPATAMH

Oonoepesmennoe npuMenente ne pexomendyemcs

Jlaruii

Coobmanocs 06 06paTHMOM NOBLICHHK KOKUCHTPAIMH CHIBOPOTOMHOIO JIHTHA W TOKCHYHOCTH NPH
OJHOBPEMCHHOM OpPHMEHEHHH JiuTHAs M uurmburopos AllD. Ananormunmii  apdexr momer
Habmozarscs npu npumerenny BPA. TMoyeunstil KAMPEHE ANTHR N0 ACHCTBHEM IMYPCTHKOB, TAKHX
KaK XJIOPTANHAOH, CHHARCTCS, MOBBILLIAR PHCK PAIBHTHA JIHTHEBOH TOKCHYHOCTH.

B ¢BA3M C OTCYTCTBMCM ONBITA OJHOBPEMEHHOTO NpHMenenns Iaapou® Kao u npenaparos imrma nx
KOMOHHHPOBAHNE He peKoMeHIoBano. ECIH NPUMEHCHNHE ITOH KOMOHHALIMA CYHTACTCA HCOOXOIHMBIM,
CACAYET MPOBOANTE MOHHTOPHHT CHIBOPOTOYHLIX YPOEHEH THTHA,

HeoOxo0umo cobao0ans 0CmopoNcHOCMb P COHOBPEMENHOM NPUMENENNN

Hbl THBOBOCTIAIHTE b (HIIBC)., Bxmouas cenexrususie LOI-2
rHOHTO P JICATHHHJIOBYIO K v (> 'TKH) B HecenexTeikie HIIBC

llpn omnospementom npumenennn BPA w HIIBC (t.c., cenextuumX uuruGutopos LlOI-2,
AUCTHICANHUHNOBOH KucnoThl (>3 r/cytkn) w  uecenextusneix  HIIBC) moxer nabmonarscs
ocnabnene anturuneprensusHoro sddekTa. bonee TOro, Y NAUMEHTOB NOXKMIONO BOPACTA,
NAMHENTOR €O CHWACHHEM O0BeMa UMPKYJAHPYIOLICH KPOBH (BKIIOMAA NALMEHTOB, NOJAYHAIOUINN
JICHCHHUC AMYPETHKAMH) HIH HAIMEHTOB ¢ HAPYIICHHAMH (DYHKLUHH [O4CK COYCTAHHOE NPHMCHCHHE
bPA w HIIBC momer npuBects x yxymnesuo moueanon GyHKIEN (B TOM MHCIE K BOIMOKHOR 0CTPO
NOYCHHOH HEAOCTATOMHOCTH) M HOBBILEHHIO YPOBHA CHIBOPOTOYHOrO kaaua. TMosroMmy B Havane
NICUCHHS PEKOMEHJIYCTCS NPOBECTH ATEKBATHYIO MMIPATAUMIO M MOHHTOPHHT DYHKIIMN MOYeK.

ﬂp_cnapaTu Ka/1H5, 3aMCHHTECIH COMIH, CofepiKauue KaIHit, o APYIrHe BEleCTEA, CNOCOOHLIE NOBLILATE
YPOBCHE KAJIMA

Ha ochose onuira npuMeHeHus JAPYTHX JICKAPCTBECHHBX NPENapaTos, OKA3hBAIOUIMX BIHSHHE Ha
6
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PAAC, oanoBpemennoe npumencnne Jaapon” Kno c nﬂenabéwﬁ.&‘ﬁ_{ﬁﬂ#{f_;’ Mdm: W CONM,
CONCPWAUMMH  KANHH, HIH C JIPYIHMH nexapcmcnuuuuf npenapaTase, cocoHbI
YPOBHH Xaius (HAUPHMED, FENapiH), MOKCT NPHBECTH K (OBLINEHRAIO CHIBOPOTOUHLLY
y NAIHEHTOB C apTCpHANbHOI runeprensueil (v, pasaendd).
ITHTANIHUC

OIHOBpPEMEHIOE NMPHMCHCHHE [IPENAPaTOBR JIMIATANACA MONKCT YCHIHTL HCXCIATEILHBIC PEAKIHH
runokaaemun (em. pasaen 4.4).

Honoanumensnas unghopmayus
Soapon™ Ko

COrfacHo  JaHHBIM  KAHHHYECKHX HecneaoBauuit  asoiinas Gnokxaaa PAAC  nocpeictrom
KOMOMHHPOBAHHOTO NpUMEHEHns HurHOHTOpoB ATT®, BPA Hin annckupeHa acCOUHMpPYCTeH ¢ bonee
BBHICOKON MACTOTON PA3BHTHA HEKENATeALHBEIX Peakimil, TAKMX KaX IHIOTCH3IWA, TMNCPKATHCMHA H
CHWKCHHE GYHKIHN novek (BKMIOYMAH OCTPYIO MONEHHYIO HEAOCTATOMHOCTL), 110 CPABHCHHIO €
MOHOTEpanHell JIeKapCTBEHHBIM MpenapatoM, sojaeHcTyionmy Ha PAAC (e, pasnennt 4.3, 44 »
5.0).

DapMaKOKHHETHKR A3WICAPTAHA MEJOKCOMHMAR M XJOPTANKAOHA TIPH COBMCCTHOM [PHMEHCHHN HE
HIMEHAETCH,

Heenenosanms piawmonelictens Dnapou® Kno ¢ JApYrdMH IeKapCTBEHHBIMM  IPEMaparaMmi  He
NPOBOAMAKCH, OJHAKO TakWe HCcneaoBaHus OwnM  NPOBEICHEl B OTHOWCHWH  a3HJICapTana
MEIOKCOMHM/IA H XJIOPTAIHAOHA.

Azuwrcapmana medoxcomun

He Habmoaanoch HHXaKHX KIHHHYCCKH 3HAMHMBIX JCKAPCTREHHLIX BIAHMOICHCTBHE B HCCACA0BAHMIX
A3NICAPTAHA MEJOKCOMMIA WM A3WICAPTAHA NPH NPHMEHEHHH C aMJIOAMIHHOM, AHTALMIaMH,
XNOPTATHAOHOM, JHrOXCHHOM, QuyKoHazonoM, rIuGYPHAOM, KETOKOHAZ0MOM, MeT(OpMHHOM H
sapdapuHoM.

A3HICAPTAHE MEJIOKCOMMIT SBAKCTCH MTPOJCKAPCTBOM, KOTOPOE OLICTPO MMAPOANIHPYETCH HCTEpa3aMn
A0 NCHCTBYIOUICTO BCUICCTBA A3MICAPTAH B IKCAYJAOYHO-KHIIEHHOM TpakTe W/WAM BO Bpems
BeacwBanin (cum. paszen 5.2). HMconenosanus in vifro noxasaim, T0 B3aUMOACHCTBHA HA OCHORC
HHTHOMPOBAHWSA 3CTEPA3H ABNKIOTCH MATOBEPOATHLIMH.

Xropmanuoon

Huyperuxy yowmpaior >dupext kypapenoaodHeIX Npenaparos # anTHIHICPTCH3IMBHBIX [IPENapaTos
(HanpuMep, ryaHeTHinne, Metwiona, Oera-0loKaropel. BalOAHIATATOPH], AHTANOHHCTHI KILUHA.
uHarudouTopst AIT® u bPA).

M'mnokanmemuyeckuit HPpPexT XIOPTAIMAOHE MOKET YCHIHBATLCH NPHMEHEHHEM KOPTHKOCTEPOHIOE,
AKTT, Br-aronuctos, aMboTepriina B XapGeHoKeoona.

AJLIONVPHHO

OHOBpEMEHHOE NPHMECHEHHE XJIOPTANHAOHA MOMKeT MOBLILATE YaCTOTY BOZHHKHOBEHHS pPeaxumil
THOEPYYBCTBUTEIBHOCTH HA AUIONYPHHO.

AMaHTAaNH

Xnopranmaon c¢nocobcH NOBBILATL PHCK PA3BHTHA HEexenaTeqbHEIX HPHCKTOB, BLIIBAHKLIX
NPHMCHEHHEM aManTainHa.

ANTHXOIMHCPIHYECKHE  npenaparsl  (nanpusmep, atponun, OHNCPHIEH) MOTYT  NOBBILATE
OHOAOCTYNHOCTL XJOPTAMMAOHE NYTEM CHMKEHHA MEPHCTANBTHEH IKEAYAOYHO-KHIICHHOI) TpaKkta u
CKOPOCTH IBAKYAIMH COAEPAHMOTO KeNlyIKa,

Hporue ' :

AOCTHHCCKHE NICKAPCTBCHHBLIC TPE WILHOIO 1p
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MoseT noTpefoBaTses KOPPEKIHs A03bl NPOTHEOAHAOCTHYECKHX JICKAPCTREHH -
Conn Kanpums CorJi .f'd_'(,)li:’kl.o
dapmakonornyeckue HPHeKTs Kak conell KaTbums, i E T D MOfy T Bprth Iospimens 10
KIHHMHCCKH SHAYHMBIX YPOBHEH B C1y4ae HAa3HAUCHHA B CXNIOPTARNAOHOM, (7

Lnxnocnopun | PecmySaitiy Besap

O/IHOBPEMEHHOE NIeYEHHE UMKJIOCTIOPHHOM MOXKCT [OBRICHTH PHCK PAIBHTHA THICPYPHKEMHM H
OCIIOWHEH M, XAPAKTEPHBIX ANS NOAAIPhI.

Koaccrupamun

B npHCYTCTBHH GHHOHOODMEHHEIX CMOJI BCACHIBAHHE XNOPTANHAOHA MOKET HApYIIATLCA. Boamoxuno
cHrKenne papmaxonoruyeckoro agdexra,

LHTOTORCH ECKHE ACKADCTREHHEIE NPETIADATHI

OJHOBPEMCHHOE  NPHMEHEHHE UMTOTOKCHYECKHX — JICKapCTBCHHBIX  npenaparos  (HanpHmep.
uuxnodocdamMuia, METOTPEKCATa) MOXKCT CHHIHTL HX BHIBCACHHE [OYKaMK M YCHIHTH  MX
MuesocynpeccHpnbie Mphexrni.

Juazoxeus

XNOpTanHAOH MOKET YCHIHTH runepriskemutgeckni apdext auazokenna.

4.6  TMepmoa GepeMCHHOCTH B FPYANON0 BCKAPMIHBRHHA
BepemenHocts
napou™ Ko we ciefyer npuMensTs o Bpems OepeMeHrocTH (oM. paznen 4.3 1 4.4):
- Jleyenne BPA 80 BpeMs nepporo TpHMecTpa DEPEMEHHOCTH HE PCKOMEHA0BaHO (CM, paijed
4.4).
- Jleyeune BPA po Bpems BTOPOTO M TPETHErO TPHMECTPOB GEPEMCHHOCTH NPOTHBONOKAIANO
(e, paspenst 4.3 1 4.4).

- JledeHne THAIHIAMH BO BpeMs GEPEeMEHHOCTH NPOTHBONOKA3aNH0 (CM. pasacist 4.3 1 4.4),
Kaunuueckne navnbie o npusenenun dnapou® Ko y OepemMeHHBIX IKCHIMH OTCYTCTBYIOT.
Henbimanns Ha KHBOTHBIX JIEMOHCTPHPYIOT PENPOAYKTHBHYIO TOKCHYHOCTE.

Azwicapmana meooxcomun

YGeanrensunie dMHASMHONIOTHYECKHE JAHHBIC O PHCKE TEPATOrEHHOCTH B PE3yJibTare IKCNOIHUHA
uHruOnTopos AlldD B Tewenwe nepporo TpumecTpa OGepemeHHOCTH He OnuM [I0JYHeHEL. OIHEKO
HCHAYMTENLHOE  NOBBILEHHE  PHCKA  HEAB3R  MCKMO4HTE.  XOTH  KOHTPONHpYeMbic
IMHACMHONOrHYECKHE JaNibie OTHOCHTEALHO pHeKa npumMeterus BPA orcyTersylor, nogofHsif puek
MOKET HMETh MECTO JUIA JaHHOrOo KJacca JICKapeTBeHHBIX npenapatob. Ecan  HeodXoImMMo
NPOAOIDKNTE Tepannio BPA, T0 nanmeHTKa™, NIAHHPYIOUIMM OCPEMEHHOCTL, CEAYCT NEpPEHTH Ha
ANLTCPHATHBHYIO  AHTHIMIEPTCHIMBHYIO TEPanuio. KOTOpas MMeeT jokasannsii  npoduis
De30NACHOCTH NPH NPHMEHEHHH v DepeMennsiX. B cayuae IHarHocTHpoBaHun GEPEMEHHOCTH CCIYCT
HEeMEJUICHHO NPEeKpaTHTs fedeHne BPA 1, npn HeoOX0AMMOCTH, HAYATh ATHTCPHATHBHOE JIeYeH e,
Tepanus bPA BO Bpems BTOPOro ¥ TPETHEr0 TPHMCCTPOB OCPEMCHHOCTH BBLI3LIBACT PAIBHTHE
(PETOTOKCHUHOCTH Y YesloBeKa (CHIKEHHE MoYeuHOH (PYHKUMH, MaI0BOANE, 3aMEUIEHHE OKOCTCHEHMA
KOCTCH uepena) ¥ TOKCHMHOCTH Y HOBOPOMIACHHBIX (NOYeuHas HEeA0CTATOMHOCTL, IHIIOTCH3HS,
IHNEPKATHEMHR).

Ecau nexapcTsenHuiii npenapar NPHMEHAIH BO BTOPOM TPHMECTpe DEpeMCHHOCTH, PEKOMCHAYCTCH
NPOBECHHE YALTPAIBYKOBOIO HCCNCAOBAHHS /UIA ONpEIC/CHHS (QYHKIHM NMOYEK H OKOCTCHCHMA
KOCTeH yepena y naoa,

Cnelyer BecTH TIATEIbHOE HABMONEHHE 33 MIAACHIAMH, MATEPH KOTOphIX npumexsin BPA, na

8
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NpEeAMET PAIBHTHS APTEPHAILHOA MHIIOTEH3MM (CM. paszen 43 4.4?,-1—'—7 1A C OBAHO
Xnopmanudon PERCTIONM IPABOOX!
He cneayer uenonb3oBars QMYPCTHKH JUIS JNICUCHHA OTCKOB MM ap‘l*epnuwwﬂncvrcﬂ
HEPEMEHHOCTH, MOCKOIBKY MX NPHMEHEHHE MOKET OBITh cnﬁ_{bjohcrgnvpao_{lgymﬁ yBean
BAIKOCTH KPOBH H HApYHICHMCM IUIANEHTAPHONO KPOBOTOKA. laxue AHYPCTHKH, KaK XNOPTLIHIOH,
(POHMKAIOT uYepes IUIALCHTAPHbIA Oaphep B NONAAIOT B TYNOBHHHYIO KPOBb. BLUIH  MOJYYCHI
COODUENHS O TOAABNEHHH ACATENLHOCTH KOCTHOTO MO3Ia MIoja, TPOMOOLHTONCHHH, HEATYXE nioia
H HOBOPOMICHHOTO, KOTOPhIE GHUIM CBI3aHBI C ITPHMEHEHHEM THA3HAONOAODHEIX INYPETHKOB.
I'pyanoe BCKapMIHBaHHE
Mugopmansn o npumerenun apon™ Kio u asmicaprana MEIOKCOMMIA BO BpeMA Tpyanoiv
BCKapMIMBanus HeT, OHAKO XNOPTATHAOH NPOHMKAET B FPYIHOE MONOKO, W [02TOMY NPHMEHEIHC
Jnapbu® Ko B0 Bpems IpyAHOrO BCKADMJMBAHWA He pekoMcHaopano. Bo spems rpyasoro
BCKAPMAMBANKA NPEANOYTHTENLHO MPHMCHCHHE WILTEPHATHBHOIO JCHeHHA ¢ Donee JOKalanibiM
npodmnem OGezonacHOCTH, OCODCHHO B CHAY4Hae TPYAHOID BCKAPMIAMBAHWA HOBOPOKACHHOIO HWIH
HEAOHOLIEHHOTO pebenka.
MepTHABHOCTE
Her nannbix o samsann Daapon® Kao a depruasnocts y venopeka. JIOKTHHHYCCKHE HCCAEA0BAHHA
NPOICMOHCTPHPOBAIH, HTO A3H/ICAPTANA MEJOKCOMH HE OKA3HBACT BOJACHCTBAS HA PCPTHALHOCTD ¥
CAMLIOB H CAMOK KPBIC.

4.7  Bansuue HA CHOCODHOCTE YIPABANTE TPAHCHOPTHLIMH CPEIACTBAMM WAH MEXANHIMAMMH
Ha ocHosanum dapmakommuaMmmdeckux croficts Iaapou® Kno cumracrtes, 4T0 OH OKasbiBact
HEIHATHTCALHOC BIHAHAE HA COCODHOCTH YUPABAATE TPAHCIIOPTHRIMH CpejacTsamMH W paborars ¢
MexanuIMaMi. [lpy 3TOM B YCTIOBHAX MPHMCHEHMA MOOHIX AHTHIHICPTEHSHBHBIX IPENAPATOB CACLY I
IPHHEMATE BO BHHMAHHE BO3MOKHOCTL PA3BHTHS TOJIOBOKPYKECHHA HIH YTOMIACMOCTH.

48  Ilobounoe neiicrene

Qb30p npopuas Gesonackoctn

besonacsocts Inapbn® Kno ouenusany B pamMkax KIHHHYECKHX HCCACIOBAHMA € YYacTHCM
NAUMCHTOB, KOTOPHIC MOJYYANM JCYCHHE B TeucHHe 52 Henens. B pamkax »mux wecaenoBanni
HEKCNATe/ILHLIE Peakuuu, Kotopuie ObUM cBR3anbl ¢ ncuchuem Dnapdu” Kno, G 8 0CHOBHOM
NCTXOH H cpe/eli CTeneHy THXECTH.

Camoil uacToll HexenarensHoll peakuuelt OBIIO MOBBILICHAC YPOBHS Kpearnunua B kposu. [lannsie
NOBLILEHHS YPOBHA KPEATHHHHA B KPOBH HOCIIH JI0303ABHCHMBIN XapaxkTep H, B OCHOBHOM. ABMLIHCEH
BPEMEHHBIMH WM HENPOIPECCHPYIOWMMH B IPOLECee JICYeHHS B OOPATHMBIMH 110C/E NpeXpalleHus
nedenns. YacToTa BOIHHKHOBEHHA HEXKENATeNBHBIX Peakilwil, CBA3aHHbIX ¢ nevenmuenm Inapdn™ Ko,
HE 3aBHCENA OT NOJA, BOIPACTA HIH PACOBOI NPHHAUICKHOCTH,

Kannunueckoe ueenejopanne

B pamkax xpaTkocpouHbiX Hechegosanui npodiute 6e30nacHoCTH OB COTIOCTABHM C AKTHEHLIMH
NpenapaTaMH CPaBHEHHA M HE M0KA3a] KIHHHYECKH 3HAYHMBIX PAMIHYHA B HCOAHOPOIAHBIX
TNOArPYNNAX, OTAHYABIIMXCA 1O BO3PACTY, IONY W pacoBoil npHHAAICKHOCTH. [IpH mpHMEncHHy
Dnapbu® Ko nammenramu, yposeHb apTepHAILHOIO NARIEHHS Y KOTOPBIX HE KOHTPOIHPOBACH
QICKBATHO C NOMOIIBIO A3HICapTana Meaokcommna 40 mr, obuwi npodus Gesonacnoctn Iaapbu”
Kao poaupoekoi 40 mr/12,5 mr Obit ananorsyer npodmino 6e30MaCHOCTH aTHACAPTAHA MEAOKCOMHIA
40 mr. Iuapou® Ko 40 Mr/25 mr taxske O6ui1 Ge3onaceH ¥ XOpOWIO NEPeHOCHICH, XOTA Donee 4acTo
HADJIOAAIHCE  NOBBIICHHE YPOBHA KpPeaTHHHHA B KPOBHM, roaosHas 00ib M TOJOBOKPYKEHHC B

9
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COYCTAHMM C OONBIMAM CHHACHMEM ApPTCPHAINLHOrO  JAABICHHA. B paMkax JoArocpodHoro
HCCTICIOBAHMA 0GE30MacHOCTH € YHAcTHEM NauMenTos ¢ [OYeUHON HEJAOCTATOMHOCTBIO Cpe/Hei
CTENCHH TAAKECCTH HADMONAEMBIE HEKENATEABHBIC PEAKIMH, C FIAHHEE C JICHCHHEM u| Ko,
OBUIH  CXOKH € HEKCTATCHBHLIMH - ABACHHAMH, CBAIAH Lifi';-cflf ,wwanm
MEOKCOMHIOM/ THIPOXAOPOTHAIH/IOM, Towxan M
Mccnenopanns  pelyibTaToR  JIGHEHHMA AR CCPACHHO-COC 2
JOATOCPOUHOE JICHEHHE XAOPTANHIOHOM CHHKAET PHCK 3a001CBACMOCTH H CMEPTHOCTH OT CepeyHo-
cocymeTix 3abonesanni,
Tabymn biil nepeueH are wil
Hiske npeacrasiensl 000DMICHHBIE JAHABIC BCEX KIHHHYCCKHX peeneaoranni 3 aszsl B OTHOLICHHH
HEAKCNATCABHBIX  Peakiiif, KOTOphe NPEACTARIEHBI COMIACHO CHETEMHO-OPIAHHEM KiaccaM M
TepMMHaM npenouTHTENEHOrO ynoTpetneHus. Ilo uactore pasBHTHA HEACIATEILHRIC peaKuHm
pacnpeseneHhl CAeYIOUHM 00pa3oM: OYEHD HACTO (=1/10), vacro (o1 =1/100 a0 <1/10). neuacro (oT
>1/1000 ao <1/100), peaxo (o1 =1/10 000 xo <1/1000). ouchb peaxo (<1/10 000), yacTora HEH3BECTHA
(HCBO3MOXHO OLEHMTh HA OCHOBAHMH HMEIOIMXCA JaHHBX). BuyTph KOKA0H rpynnsl 4acTora
PAIBHTHA HEKENATEILHBIC PCAKIMA NPEICTABICHA B MOPAIIKE YMCHBLIEHHA X CEPLEIHOCTH.

weTe THA ha KDaTEm)
nng

CHereMHO-OpranHabii Kaace Yacrora Hexeaareabnas peakumus
Hapyienus co cropous kposy | Hevacro Anemus
u mumdaruueckol cHCTEMbI
Hapywenns co croponsl odmena | Yacto [loBBIIEHHE YPOBHS MOHCBOH
BCLICCTB H [IHTAHNA KHCIOTH B KPOBM,
rHIepyPHKEMHA
Hewacro [HnokanueMns, 110BLILeHHE
VPOBHS K&IHA B KPORK,
FHTIOHATPHEMHS, CHIKEHHE
YPOBHS HATPHA B KPOBM,
nojarpa
HapyieHus co croponsl Yacro I onoBoxpykeHne,
HEPBHOH CHCTEMBI MOCTY PAILHOC MOIOBOKPYKCHHE
Heuacro CHHKONANBHOE COCTOAHME,
napecTeins
Hapyuwienns ¢o cropoHsl Yacto I'unorens3us
COCY/I0B
Hapyuenus co croponsl YHacro Jlnapes, Tomnota
A IOUHO-KHIICYHOTO TPaKTa
Hewacro Peota
Hapymenus co cropon koxu # | Hewacro Ceine, 3ya
NOAKOAHOH KIETHATKH
Hapywenns co cTOpoHb Yacro MBILEYHBIC CHAIMBI
CKENETHO-MBILEYHON 1
COC/IMHUTETLHOH TKaHH
OOuue paccrpoiicTsa U Yacro Y1oMaseMocTs
HapYIICHHS B MECTE BBEJICHNA
JlaGoparophnie u OueHb wacTo [osbienne YporHs J
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Heyacto Mpsoesa Xa

Peruyirnagun Bosagytn

| Kposu

' YPOBHA TOKO3LI B

ONOJHHTENE M HEIM J1CHCTE

Bo spems ncuchu Daapou” Kno MOryT passuBaThCs HERCHATCILHEIE PEAKIIHH, HaboAaBIIHECH BO
BPEMS NPUMEHEHHA KAOKIOTO W3 ACHCTBYIOUMX BEINECTB MO OTAEALHOCTH, MO HE OTMEUCHHKIE B
KAMHHYECKHX HCCTRNOBAHMAX.

Azwrcapmana meookcomun

TTOMHMO HEXENaTeNbHBIX PEeaKiiHi, OTMCHCHHLIX BLILIC [PH HCNOALIOBAHWH Anapou™ Kno, npa
HENOMKIOBAHIH ATHICAPTARA MEJIOKCOMKIA COOOIIANIOCE O CACAYKOUIMX HEAKEIATENLHBIX PCAKIHAX:

0 nepudepHYECKHX OTEKaX, MMIPEHH H TOBRUUECHHH YPOBHA kpearnrdocoKHHazbl B KPOBH
co0o0MATOCH KAK 0 HEYACTBIX HEXKENATEIbHBIX PEAKIHAX.

O cny4asx novyeyHol HEAOCTATOYHOCTH PeIKo COOBINANOCH B TCHEHHH KIMHHYECKHX HCC/ICA0BAHNH.
Penxo moker passuBarscs cepeestbiii orex Keunke (01 =1/10000 zo <1/1000).

Xuopmanuoon

B A0MOAHCHHE K HEWENATETbHBIM PEAKIMAM, NEPEHHCACHHBIM BLILIC JUIX Onapbu® Kio. caenyroume
HEKENATEILHBIC PCaKiiy ObLTH OTMCUCHBI NP HCTOMB30BAHKH XIOPTANHAOHA:

Cucremno-oprasubiii Kaace Yacrora Hemeaareibnas peakumns
Hapymerus co croponni kposi | Peaxo TpoMBOIHTONEHHSA, JICHKONCHHA
W AHMAATHHECKOH CHCTEMB ArpaHyNOUHTO3, HIHHODHINY
Hapymenus co croponsi obsena | Ouens H9acto YBeanucHne YPOBHA THITHJIOB B
BEIIECTR W NHTAHHA KPOBH

Yacto [ unomarnnemus
Penxo IunepxanbuHeMus,

CIOKOIYPHS, YXYAIEHHE
cocroanna MeTabosmaMa np

mmabere

: Osens peaxo [Hnoxa0opeMAYecknil WIKaiod
Hapyuenss co cropon Penxo Ionosuan Gons
HEPBHOH CHCTEMEI
Hapymenus co cropoust cepaua | Yacro [MocTypa/ibias rEnoTeHINS

Peako ApHTMMIA
Hapyiuenus co CTOpoHkl Peaxo Annepraieckuil OTeK JICTKHX
ALIXATENLHON CHCTEMBI, OPraHOs
IPYAHON KIETKH H CPeIOCTCHHA
Hapyinesns co cropoHs Yacto [loTeps anneTuTa,
KENYA0UHO-KHINEUHOTO TPaKTa HE3HAYM TENLHOC KENYA0MHO-

1"
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93,4 2010
KHILCHHOE PACCTPOHCTRO
- CDIJIACOB A tf‘ i‘)w
MUKW Fm&{&mx“in ’u ‘.' CEMITR
OucHb peiko (Tpass MinncrepeTaa ApasooXpRieHEs
HapyuicHus co croponsl nevenn | Peako By XoJieeTad
H JKCMCBBIBOARIMX MY TCH HITH ReATYXA \
Hapymenns co ¢cToponst Koxu | Yacro Kpanuenuua
NOAKOKHON KICTHATKH
Peaxo BOTOCCHCHOMIHZANNS, KOWKHbIH
BACKYTHT
Hapywenns co croponsl novek | Penko AJuieprHUYecKni
H MOYCBBIBOJAIIHX NyTeH HHTCPCTHURATbHBI HedpHT
Hapyuenns co CTopoHs! Yacro Hunorenuus
PENPOIYKTHBHON CHCTEMbI
MOJIOYHOH KEae3bl
Hapyuenus co croponst oprana | Yactora HeusecTHa XOpHOHIAILHBIA BHINOT
IpeHHA
Onucanue 0TA¢/IbHAIX HEKETATeNbHLX PeaKiiit

O napymennn GYHKIMHK 049K # NOYCHHON HEAOCTATOMHOCTH NPH NOBBINCHUH YPOBHA KPCATHHIHA B

KPOBH COOBMAIOCH HEHacTo; GONBIMHCTBO caydaes Guum OOPATHMBIMH NPH JCUCHHW WIH T0CIE

ot™erb Jnapou® Ko u He TpeGoBain NPOREICHHES AHANH3A,

Kax 1 B cyuae ¢ apyrumu BPA, pefIko MOKCT PRIBHBATLCH CePhe3Hbil OTCK Kaunuke (o1 =1/10000 10

<1/1000).

| HbIE H HHCTPYMCHTAIBHbIC JAHHLIS

Cwsopomonnsii Kpeamunun

[MoBLIEHNE YPOBHA KPEATHHWHA B KPOBH ABANCTCH WIBECTHBIM (APMAKONOTHHCCKHM aperTom

oiokaropos PAAC, takux xak BPA u unruGuropst AITD, i CEA3AHO € BHIPAKEHHOCTHIO CHHACHHA

aprepuanbioro aasnenna. Jlewenne apou” Kno ysenwuuBano wacrory BOIHHKHOBEHHA CHyWach

MOBLINEHHS KpPEeaTHHHHA B KPOBH N0 CPABHCHHIO C TAKOBOH NPH MCNOILIOBANHH AIHICAPTAHA

McZOKcOMMAa # xnopranmaona. [lospiwenne OhUI0 NPEXOAALIHM HAKM HE NPOTPECCHPYIONUIHAL

OOPaTHMBIM M CONCTANOCH ¢ BRIPAKCHHBIM CHHACHHEM YPOBHA apTCPHATLHOIO AaBNCHHA.

Movesan kucroma

Mpumenenne Jnapbu® Kno accouwmposanoch ¢ NOBBIUCHHEM YPOBHA MONUCBOH KHCIOTHI 8

CHIBOPOTKE, 4TO COOTBETCTBYET HIBECTHLIM papmakoiorkyeckum sddextam anypervko. [losbimerne

YPOBHE MOYEBOH XMCIOTHI HAXOAHTCA B 3ABHCHMOCTH OT 03Bl YBCJAWYHBAACH C MOBLIICHHEM J03hI

XAOPTANMIOHE, XOTA COOOILIEHHS O CAYHasX PAIBHTHA MOJArPH M3 FPYTIL, NOAYHABUIMX JICHCHHE,

NOCTYIIATH HEHACTO, JAKE B A0/ NOCPOYHLIX HCCACAOBAHHAX.

l'emocnobun u 2emamoxpum

Ipumenenne 3nap6u"° Ko accoumnpoBanoch ¢ HEIHAYHTENBHBIM CHHKCHHEM TCMATOKPHTA, vpoBHeH

FEMOINIOOHHA M HCIHAUMTCIBHBIM YMEHBIICHHEM KOIMUECTBA IPHTPOLMTOR, “TO COOTRETCTBYCT

u3BeCTHHIM (hapmakonornueckus spdexram wurunburopor PAAC,

On R 1 HOHHOTO Y

[lpn wcnoapzosammy Inapou®™ Kno o coyuwasx paseurus orcka Keunke COODIIANOCH  PEJIKL.
12




[NocTperHeTpalmOHHbIX CIIOHTAHHBIX coobmeHui 0 Ipyrux
Gb1210.
Coobugenue 0 nOOOIPEEAEMbIX NEHCEAAMENEHEX PEARYURX

| R e i ed + AL IR ANVIREN
Bakno coobIaTh 0 NOAOIPEBACMBIX HEXCTATENLHEIX pemctt_ir_‘fbtt‘l_og{g perioTpanM Jieka

o

npenapara ¢ Ueabio obeCTeYeHHR HEMPEpPhiBHOTO MOHMTOPHHIA OTHOUICHHA TNOMBILI W PHCKA
NEKApPCTBEHHONO npenapara.

[lpn NOSBACHHH HEKENATETLHOR PCAKIMH, YKa3aHHoH B NAHHOH HHCTPYKIMH 1O MCEAHUHHCKOMY
NPUMEHEHHIO HAK HE YNOMARYTOI B Hell, NAHCHTAM PEKOMCH/LETCA oBpaTHTECS K IeUaiiemy Bpaty.
MemuHcKkuM paboTHuKaM peroMeHyeTes coodaih o MOOLIX MOA03PEBASMBIX HEKECHATEILHBIX
peaKuMAX JeKapcTBeHHOro npenapara ® PecnyOaMkanckoe  YHHTapHOC npeanpuate «llentp
IKCHEPTH3 M MCHUBITAHKA B 3ApPaBOOXPAHCHWH» (CM. pasach «MudopMalHio 0 HEXeIATe/IbHLIX
PCAKIIMAX HANPABIATS 110 AAPCCY»).

MHHHCTE CTBOM SAPAIK VIXPAHEHRA
PECTIVIVIIEDN BENAFYED
t

“TBEHHOIO

49  llepeaosmporka

Hndopmains o cayuasx nepeaosnporkn Inapbu” Kno y uenosexa orpanuticHa.

Azwrcapmanda MeooRcoMul

Mexons #3 dapmakonornyecknX MpHeKTon, OCHOBHLIM NPOABICHHEM MCPEJ0IHPOBKH ajnIcapTana
MEAOKCOMMIA BEPOSTHO GYACT CHMITTOMATHYCCKAR APTEPHATHHAN IMIOTERINA W IOJOBOKPYMEHHE. B
MPONECCE NPOBEACHAR KOHTPOMHPYEMBIX KIHHHUCCKHX HCCIEN0BaHUHA CPE/IH 310POBLIX A00POBONLIICE
OAHOKpatHbie 03k A0 320 Mr Inapbu® B CYTKM NPHMEHMIHCh B TeucHue 7 AucH M XOpOWO
NCPEHOCHINC.

B criyuae pasBHTHA CHMITOMATHYECKOH FHIIOTEHIHH CIEAYCT NPOBOMTS NOMACPKHBAIOIICE JICHEHHE H
MOHHTOPHHI [OKA3aTe/CH AHIHEHHO BAKHBIX (PYHKIHHA. A3HICAPTAH HE BLIBOJAMTCH W3 OPraHHIMa
MyTeM NPOBCACHHS IHA/IH3A.

Xuwopmawuoon

CHMITOMaMH NEPEAO3HPORKH XJIOPTATHIOHA HBASIOTCA TOWHOTA, CnabocTh, I0N0BOKPYKEHHE M
HAPYIIEH!A 2NeXTPoIHTHOrO Gananca, Cnetn(pHIeckoro aHTHA0Ta HE CYMIECTRYET, HO PEKOMEHIYETCR
NMPOMBIBAHME JKCAYAKA € nocaeayiomed mnoptepxupaomedt tepanwed. Cacayer npoBOAXT:
MOHHTOPHHI GPTCPHATBHOIO JIABNEHHS K  BOJHO-MIEKTPONHTHOIO Oananca #  MPHHHMATH
COOTBETCTBYIOUIHE Mephl N0 HX Koppekuun. Moer ObiTh NOKa3aHO BHYTPHBCHHOS BBCACHHC
HHAKOCTH M IEKTPOTHTOE.

5. ®APMAKOJIOTHYECKHE CBOHCTBA

51  dapmaxkoaHHaMHKA

DapmaKomepanesmMuUecKkan 2pynna; aNTaronucTsl anrnoTeHsHua [l i auyperTukn.

Koo ATX: CO9DA09.

Dpapou® Kno npeacrasiser coBoit KOMOMHAIMIO ABYX dHTHIMNEPTCHIMBHLIX [IpENapaTos <
KOMILTEMEHTAPHLIMH MEXAHH3IMAMH KOHTPOJAA apTEPHAILHOID JABICHNA! NPOJICKAPCTRO azHICApTAHA
MEIOKCOMHII, AHTArOHHCT penenropa anruotensuna Il tana |1 (ATI), # THa3HAONO0OOHLIA JAHYPCTHE
XJMOPT/IHIOH.

Mexanuzm delicmeus

AJRACApTANa MENOKCOMMI AB/IACTCA MPOJIEKAPCTBOM AAS MEPOpPAIbHOIO NpHEMa, KOTOpOT ObICTPO
KOHBCPTHPYCTCA 3CTEPasaMM B KCAYJOYHO-KHIICUHOM TPAKTE WHIH BO BPSMA BCACLIBAHMA B
NCHCTRYIONICE BEWECTRO, A3WICAPTAH, KOTOPLIA ABAACTCH CENEKTHBHLIM AHTArOHHCTOM AHTHOTCHIMHA
I, Guoknpys ero cembmamne ¢ pemenropom ATl Bo MHOKeCTBE TKaHCH (em. paspen 5.2).
Anrnotersun 11 ssagercs ocHOBHBIM npeccopisiM arentoM PAAC, sddexTamn KOTOPOro ARIAIOTCR
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CYAEHHE COCYMOB, CTHMY/IRIMA CHHTE3a M BbUICHCHHE &
[EATEILHOCTH K NOYeyHas peabeoplins HAaTPHA.

Brokasa penentopa AT1 murubupyer oTpHuarensiyio obpari 10 OB R psonypaamiA
cexpelueli PCHHHA, HO BO3HMKAIOUDIE B PE3YIBTATE 0B CHHe  AKTHBROCTH PCHWHA
YPOBHS UMPKYJIMPYIOLIETO AHIMOTEHIHHA Il we npeoaoneBaroT ammuruneprensuenbii  fdert
aszusIcapTana.

XJI0pTAIHAOR BLI3HIBACT JHYPe3 ¢ TOBLIUCHHBIM BLIBEJCHHCM HATPHA M xaopuaa. Touxoit cio
NPHIOKEHHS SBASCTCA HAYANBHAR H3BMTAA YacTb JAMCTATLHOrO kananbila Hedpona, JlnypeTunyueckuii
sdpdext Xaopranuaona 00yCIOBICH NOAARICHHCM pealcopOin HATPHA MOCPE/ICTBOM HH ruOHpoBaHHa
peabcopbuuu Na'Cl™ yepes anTaroHusM ¢ KOTPaHCHopTepoM Na'Cl" 8 270§t TOYKe, ¥TO NPHBOIHT K
YCHJICHHIO BBIBC/ICHUA HATPHA H BO/IBL.

Kaunuveckan rghhexmuenocms

BIMiKoe K ALIMTHBHOMY CHIDKCHHE apTEpPHATBHOIO JABICHWA, BLI3BAHHOE OTACABHLIMH
KOMIIOHEHTAMH, HAOMOAANOCH B PAMKAX TEPATEBTHHECKON) JHANAZ0HA 403 H COXPAHATIOCH B TEHCHHE
24 yacon.

B pamMKax MHOTOLCHTPOBOTO, PAHAOMH3IHPOBAHHOIO, ABOHHOIO CACNOTO, KOHTPOJIHPYCMOTO aKTHBHBIM
NPEeNnaparoM CpaBHeHKA PAKTOPHANLHOTO HCCACAOBANNIS C NAPAICALHBIMA IPYTINAMH.

1714 NAUMENTOB ¢ ACCCHIMATHLHON APTEPHANLHON rHNepTeH3ne cpereil H TKENOH CTENCHM THACCTH
ObUIM PAHAOMMIHPOBAHK HA |1 IPYNN CPAaBHCHMA OTHOCHTEIBHOIO WIHAHWA HA APTEPHAILHOE
nannense Iaapon™ Ko H coOTBETCTEYIOMNX KOMIOHEHTOB B PEKHME MOLOTEPATHi De3 THTPOBAHHA,
KomOnuuposanioe  Jieuenne Ouapbu® Kno upuBeno K aHauynMo GoiblIEMY  CHIKEHHIO
CHCTOMHYECKOTO M AMACTONHYECKOT0 aPTCPHANLHOTO JABICHHS 110 CPABHSHHIO ¢ COOTBETCTHYIOLUIMMH
BHAAMH  MOHOTCDANM¥  COMMACHO  KIMHMYECKOMY — H3MCPEHHIO  apTCPHAILHOTO - JIARICHHA.
AmBynaTopHOC MOHMTOpHpORAHHME apTepuanbhoro nasnenns (AMAJL) yposus AJl B nepuon
ocrarounoro pderra (vepes 22-24 yaca NOCIC NPUEMA J03b) MOKA3AI0 AHAIOTHITHBIC PEIYILTATRL

MIHN OGXPAITIEHISA

CBASE MEWAY BHIHOTEHINH

Tabmmua 1. Cpeamee  M3MCHCHHWE  OTHOCHTCJABHO — HCXOJHOTO  3HAYEHHA  KAHHHNCCKOTO
CHCTOIHYECKOI O/ IMACTONHYCCKOrO ApTEPHAIBHONO AaBACHHA (MM PT. CT.) wepes 8 neaens

XAopTaauion, AIHACAPTAHA MEIOKCOMMII, M =
Mr 0 20 40 80
0 He npumenuno -20/-7 -23/-9 =24 /-10
12,5 217-7 -34/-14 -37/-16 -37/-17
25 2779 -37/7-16 -40/-17 -40/-19 |

B pamkax MHOTOUEHTPOBOTO, PAHJIOMH3HPOBAHHOIO, IBORHOIO CAENOr0, KOHTPOIHPYEMOTO AKTHBHLIM
NPCNAPATOM CPABHCHHS HCCHCAOBAHMA C TAPANNCIbHLIMH IPYNNAMH € YHaCTHEM DAUHCHTOB C
aprepuanbHO  runeprensueiit 2 maM 3 CTeneHM, Yy KOTOPHIX APTCPHANBHOE QaBICHHE HE
KOHTPOIMPOBANOCH AICKBATHO NPH TepanHW aswicaprana Mejgokcommiom 40 wmr, uenesoe
KIMHHYECKOS CHCTONMYECKoe aprepranbioe aasachme (<140 mm pr. or. s obuwiel nonyasumu u
<130 MM PT. C. A8 TAUHEHTOB ¢ AKaGeTOM WM XPOHHYECKOH D0Ne3nbIo nouck) ObIA0 NOCTHIHYTO ¥
63% NAUHCHTOB, NOJIYHABLIMX JEYEHHE a3HICAPTANA MEAOKCOMHIIOM W XI0pTatHIoHoM 40 Mr/ 12,5 mr,
H y 78% nanueHTos, NONYHaRIIMX JEYSHHE Q3HICAPTAHA MEJOKCOMHIOM M XIOPTATHIAOHOM 40 mr/25
MF, 1O CPaBHEHHIO ¢ 35% NAUWEHTOB, TNO-NPEKHEMY NOAYHABWIMX JICUCHHE ATHACApTaHA
mesokcomunom 40 mr. Tlocne mauanshoro nedenns InapOn® 40 Mr B TeuenHe 4 HEACHL JICHCHUE
Inapou™ Ko naumesTos, aprepHanbHOE JARIEHHE KOTOPBIX OCTAN0Ch PaBHbIM Wi BhILIE 140 Mwm pr.
CT., MPHBEJIO K CHHKCHMIO CHCTONMYCCKONO/IHACTOTHHCCKOTO APTEPHAILHOIO AABACHHUA HA 15.8/7.7
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MM pr. cr. (40/12,5 mr) u 21,1/10.3 mm pr. cr. (40 M0/25 Mr) o cpaanqcum{':\ c naunc};'rs?m} :gompuc
1O NPEXKHEMY NPUHHMATH asnacaprana MeoKcoMM 40 Mr 6473 4 m;m SSCOBAHO
B pamkax 1ByX pasioMHIHPOBAHHBIX, JABOMHLIX CHETHX HCEICROE ¢
MEIOKCOMHII H XJIOPTRTHAOH NMPHBEAK K DONLIIEMY CHHKCHHE q,'on,wiocmrq I mm HECKOI0
aPTEePHANLHONO NABNCHHA 110 CPARHCHMIO C ONMECAPTaHA MEAOKCOMMIOMEHAPO
NAUMEHTOB C apTePHANLHOI MHNCPTCHINCH CPeaHel H TAKCION CTCNCHH,
IPdexT CHUKEHHS APTEPHATLHOTO JARNEHAS noc/e npuema Jnapbu® Kno coxpanancs B teuerue 24
ACOB, NPH HTOM HanGOBIIHI arrarinepTensuBrkit sddexr Iapou® Kno nabmonaica s reuctne |-
2 nenenn npumencnna Dnapon® Kno w noauepausaics 20 12 MecAuen HCCIEI0BAHUA.
Mpuem Daapou® Ko npusomt K HAAKHOMY CHHACHHIO BCEX NAPAMETPOB apTCPHAILHOIO JABIACHHA
B paznoo0pasiuiX NOAFPYNNax, OTIHYAIOUMXCH 110 BOIPACTY. NOMY H PacoBol npuHasiekuoctd. B
YACTHOCTH, ¥ NAUHEHTOB HErpoMJHON packl JCHeHHe Inapon® Kio npeBoamao K CHHKCHHIO
APTEPHANBHOTO JABACHHA, KOTOPOC B 1CA0M OBUI0 CXOMHLIM ¢ ODmel nonyniuuei, HECMOTPR Ha
HIBECTHYIO MCHEC BLIPAKEHHYIO peakuuio Ha bnokany PAAC y sroit nonyasuus.
Bausnue na cepeunyio penongpH3aiHio
Beuto BeINONHEHO TwaTensHoe Hcecneaosamue uuTepBana QT/QTe, 4robhl HIYUHTH TIOTCHIUMAN
a3H/ICAPTAHA MEJOKCOMHIA OTHOCHTENLHO yBennuenus uurepsana QT/QTc y 310posbiX CYOBEKTOB.
[pn nenonb3osanuu 320 Mr asniacaprana MesokcoMnaa ysennyenne uutepeaia QT/QTe orveticno ne
Orunno,

oannrensias undopmalug
B pamkax aByX GOJMBIINX panJAOMHIHPOBANHEIX, KORTponHpyeMuix Heeneaosatnit ONTARGET u VA
NEPHRON-D uccneaopamm npumenenne komOnnan nurnduropa Alld ¢ BPA.
ONTARGET - 910 mecneiosanne, B KOTOPOM YHACTBOBAIH NALHEHTH ¢ CEPACUHO-COTYIHCTHIM HIH
HCpeOpOBACKYIAPHBIM 3a00JICBAHHEM B aHAMHE3E WK caxapHbiv JAnabeToM 2 THNA B COMCTAHMM C
NPH3KAKaMH nopaxenns oprasos-muueHen. VA NEPHRON-D — 970 HcCnenoBaHHe € yHacTuem
NALHENTOB ¢ caxapHbiM anaberom 2 Tuna » auabernyeckoi nedponarned.
ITH NCCNICIOBAHHA HE NOKAIATH IHAYHTEARHOIO DAAronpUSTHOIO JACACTBHA HA PE3YILTATH JICUCHHA
CO CTOPOHBI 1I0YEK H/HIM CePAEYHO-COCYAMCTON CHCTEMB H CMEPTHOCTL. NpH ITOM Habmoaancs
NOBBUNCHHBIH PHCK THACPKAIHEMHM, OCTPOrO NOYEHHOIO NOBPEXKJCHHR WHIH THNOTCHIMH 110
CPABHCHMIO ¢ MOHOTepanuel. Y4uThiBax AHANOrHYHbIC (PapMaKOAHHAMMYECKHE CBOHCTBA, 3TH
Pe3y/IbTATHI ABASIOTCH TAKIKE PE/ICBAHTHBIMA JUIA APYTHX HHrHOUTOpoB AllD u BPA.
lloaromy we cneayer nazmavars wnrubuTopnl AIID mmecre ¢ BPA naumentam ¢ jnaberHuecko
HedponarHcii.
ALTITUDE - 3710 seenenoBanse, NPEeaHA3HAYCHHOE s OUCHKH NONb3bl J00aBIeHHA LANCKHPEHa K
crannapTHoi Tepanum uuruGuropom AlD win BPA y naudentos ¢ caxapubiM auaberom 2 tvna u
XPOHHUCCKOH DONEIHBIO MOYCK, CCPACUHO-COCYANCTHIM 3a00NeBAHHEM HAM HX CcoucTaHueMm. 1o
HCCACIOBAHHE OLIIO NPEXPAIICHO JOCPOYHO H3-33 NOBLIIICHHOTO PHCKA HEONArONPHATHLIX HCXO0B.
CMepTh MO NPHYHHE CEPACHHO-COCYIMCTON NATONOIMM M MHCYALT HAOMOAAINCH WAlle B Ipynne
ATHCKHPEHA, YeM B rpynme maanebo, w 0osee yacro coobmanoch 0 HEKETATEILHIX ABICHHAX W
CEPLEIHLIX HOKCNATENLHLIX ABACHMAX (rMNCPKATHCMHSA, THNOTCHIHA H MoveuHas AMChyHKUMA) B
FPYNNE AIMCKHPENa, YeM B rpynne mianebo.

52 @apmakoKHHETHKA

Oanospemennoe npumeHerne asnicaprasa 80 M M XJIOpTaiaona 25 Mr OJIHH pai B CYTKH B TCHCHHE
7 ancii ne rangeT Ha GApPMAKOKMHCTHKY 0DOHX BEUICCTE ¥ 310PORLIX CYOLEKTOB.

[locne nepopansioro npuema TabieTky ¢ PHKCHPOBAHHOM JO3MPOBKON MAKCHMATLHAA KOHUCHTPAILRA
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/ N 4 0O
xnopramaona 8 nnasme (Cma) Ha 45% splie No CpasHeHnHio ¢ np?mirfédﬁem xnomlnﬁu'mua W
amnIcapTana B BH/E OTieAbHBIX TabreTok, CTeneHh BCachBatis, KoTopas ONPCAEISETCH KAK TUIONIALE
noy xpusoii (AUC), asuncaprana n XJI0pPTaanioHa Nocae npHema Daapbu™ Ko aHanoruyna crencim
BCACHIBANMA A3UIACAPTAHA H NJIOPTATHIAOHA, KOraa HX npuanwgg& Q'.l.'f'_l_e__ll_‘_l:v_!‘l_lgl_‘)_( Ta_ﬁnc'rox.
aptn® Ko MOKHO NPHHHMATE BO BPEMA HITH BHE [IPHEM kel 101 A ('-_4 ) |‘ ; "- _1‘-,'( )
B nannom pasaene npuseiensl GapMakOKHHCTHHCCKHE CBO ‘Worbqskm‘ﬁcrd\'dﬂm BEIIECTR,
sxomsmmx B cocras dnapdn® Kio (amncaprana MeAoKco M%MEOWMWPH), a
MHCTPYKUHAMH 10 MCIHIHHCKOMY TPHMEHCHHIO.
Beachinauue
Anercapmanda MeooRcoMun
Tlocie NepopaibHOID NPHEMA a3HICAPTAHA MEJOKCOMHI M0ABEPracTes OBICTPOMY THIPOJIH3Y 10
AMICAPTANA, AKTHBHOIO MeTabonNTa, B KEIYAOUHO-KHUICHHOM TPAKTe BO BPEMA BCACHIBAHWA.
AIMACAPTAHA MEIOKCOMMA He OOHAPYKHBAEICA B IUIA3ME  NOCJKC  MEPOPATLHOIO  IIPHEMA,
Mccaeosanus in vitro NOKa3blBAIOT, YTO B MPOLECCAX THAPOIH3A B KHILCUHHKC M NCHCHH YHACTBYCT
(epment kapboxcumerunenbyrenonnasa. Takwe B HAPOMM3C AIMNCAPTAHA MEIOKCOMMIA O
AIUNCAPTANA YHACTBYIOT TUIASMATHHECKHE ICTEPa3hl,
Pacyernas abcomoTHas OMOAOCTYNHOCTE AZHICAPTAHA MOCAE NPHEME AIWICAPTAHA MEAOKCOMMIA
cocrannser npuGmmsuTencHo 60%. [locie nepopaibHOro NpHeMa aIMNCAPTAHA  MEI0KCOMMAA
MAKCHMAIBHAS KOHLCHTPAIHA asuicaprana aocturactes B Tederue 1,5-3 qacos (Tme). [Tpuem maim
He WIHAET Ha OHOAOCTYNHOCTL asuiacaprana (oM, pasacn 4.2).
Xropmaruoon
Pacuernas HRO40CTYNHOCTE XI0pTanuiona Yepes 8-12 4acos nocie npHeMa CoCTasiseT OKono 64%. B
VCIIOBHAX MPHEMA MHONOKPATHBIX CKCAHEBHBIX 203 30 MI Cpe/Has PABHOBECHAS KOHUCHTPALMR 12
Mir/va (21,2 MXMONL/T), ONPEACAABIIASCA MO OKOHYAHMK 24-4aCOROI0 HHTCPBAIA MEKILY JI03aMH,
JocTHranacs yepes 1-2 nesenn.
Pacnpejenenue
Anucapmana medoxconun
OGuem pacnpeseeHHs a3uicapTana coctasnser okono 16 aurpos. Alincaprad NpOYHO CBA3LIBACTCA C
GenkaMi NaasMel (»99%), MPCHMYIIECTBEHHO ¢ CHIBOPOTOUHBIM anbDyMuHOM, CTeneHs CBATHIBAHMA
auicaprana ¢ OeskaMu COXpaHseTcs MOCTOSHHOM [PH MIA3MEHHBIX KOHUEHTPAUHAX ashicaprana
FHAYHTENLHO BBIIC TEX, KOTOPhLIE AOCTHIAIOTCH MOCAE HCNOAL30BAHNA PEKOMCHIOBAHHEIX 1073,
Xiopmarudon
B 1eBHOM KPOBH XJI0PTAAMAOH CBAILIBAETCH NPCHMYMICCTBCHHO ¢ Kapboanruapasoi spurpounTos. B
naasMe in vitro npumepHo 76% XJIOPTATHIOHA CBA3AHO ¢ DE/IKaMH TUIA3MBL, NPCHNMYILECTBCHHO C
anbOyMHHOM.
X7IOPTANHIOH TPONHKAET YCPE3 MIANCHTADHBIR Gapsep ¥ MonajgaeT B IPYAHOE MOIOKO. Y marepeil,
KOTOpBIC NOAYHATH 50 Mr XJOPTATHAOHA B CYTKH JI0 M [10C/€ POIOB, YPOBHH XJIOPTATHAOHA B UEILHON
XKpOBM Tiona coctaBasnn 15% or ypossel xnopranmaona B kposd marepeil. Konucurpaumu
XJOPTAMMAOHA B AMHHOTHUCCKON MMAKOCTH W B IPYAHOM MOAOKE COCTARAAOT npumepho 4% or
COOTBETCTBYIOIIENO YPOBHA B KPOBH MaTepH.
Merabonnim
Aswrcapmana medoxcomur
Asnicapran MeTabomMIMpyeTcs A0 ABYX OCHOBHRIX MeTaboanTon. Iiamukili MetaboanT 8 1UIa3IMe
ofpasyercs nyrem O-gesankuwiuposanus # nadbipaetca metabonnron M-Il BTOPOCTENCHHBIA
merabonut M-l oBpasyercs nyrem jgexapGokcwaupobanuf. CHCTCMHAA SKCTO3HUMA THABHOTO H
BTOPOCTENICHHOIO MCTaboMMTOR ¥ YeloBeka npumepro coctanaser 50% u menee 1%, COOTBETCTBCHHO,
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no cpasuenuio ¢ asuncaprasom. M-l u M-Il He ywacteyior B (apmMaKonoruyeckoil aKTHBHOCTH
Ipapiu® Kno. OcHoBubiM (EPMERTOM, OTBEHAOIIHM 34 merabonnsm aswicaprana, asascres CYP2C9.
Xropmaxudon COLJACOBAHO |
BTOPOCTENEHHILM NYTEM BhIBEACHHS XIOPTATHIOHA ABIACTCA METAOOAMIM H TIEHEHOWHOE £ ACHME
8 xenun. B Teuenne 120 vacos oxono 70% o1 ao3w 3chpempyﬂ::!! wm'"m“"“‘,'l'n’f:fﬁ BEHHO
B HEHIMEHCHHOM hopme. B Pocuytamscie Benappts
Buiseacune
Asurcapmana medoxcomut
[Mocae npuema nepopanbHol 10361 W MeueHOTO A3WICAPTAHA MCIOKCOMMIA NpHMepHO 55%
PAIHOAKTHBHOIO BEUIECTBa GBII0 06HAPYXEHO B Kale H NPHMEPHO 42% B MOYE, NIPH TOM 15% noaei,
BRUICAAEMON ¢ MOuOH, GOm0 BuBEACHO B BUae asuicaprana. [lepron NOXYBLIBEACHHA A3MACApTAHA
cocTaBiseT npuMepno 11 ¥acos, & NOYEYHEIH KAHPEHC COCTARINCT NPHOIHINTENBHO 2.3 mn/mu,
CTanMoHapHbIe YPOBHH A3H/ICAPTAHA AOCTHIAKTCA B TCUCHHC 5 AHEH, NIPH ITOM HAKOMICHHA B IIa3Me
TPH MOBTOPHOM PA30BOM €KE/THCBHOM BBEACHNH HE POHCXOANT.
Xropmanudon
XAOPTAIHAOH BHIBOAHTCA H3 UEALHON KPOBH M IUIa3Mel ¢ NEPHOOM NO/YRLIBEACHHS, COCTARIAIOUINM
B cpeanes S0 uacos. B yCAOBHAX JUIHTEIBHOIO NPHEMA NEPHOI NOJIYBLIBEACHHA HC WIMEHACTOS,
OCHOBHAS 9YaCTh OT BCOCABIICHCK 7031 XAOPTAIMAOHA BLIBOJANTCH NOYKAMH CO CPCIHHM KIIHPCHCOM
60 M/MHIL
JunelinocTn/neniHe#HoOCTL
Asuncapmana MedoKcomun
B auanaszone 103 aswicaprasa meackcomuna or 20 xo 320 Mr mocne npHEMa pasOBbIX  WIH
MHOTOKPATHBIX 7103 YCTAHORICHA 3ABMCHMOCTD JKCTIOZHITHH 43W/ICAPTAHE OT NPHHATOR A03bL
Xwopmawudon
JUist 103 25 Mr 11 50 Mr 3nascHns Cray B CPEHEM PABHE! COOTBETCTBEHHO 1.5 Mxr/aur (4.4 MEMOIBI) U
3.2 Mr/ma (9.4 mxvonw/n). as 103 a0 100 mr nabmoaaetes nponopiuonansioe ysennsenne AUC,
Ocobuie rpyinie
Hderu
DapMAKOKHHETHKY A3HICAPTAHA MEAOKCOMMIA HCCACAOBANN ¥ ACTEH ¢ apTepHanbHOil IHiepTensnei s
Bospacte o1 4 o 16 ner. Oanaxo GezonacHocTs H HMpPEKTHBHOCTE ¥ ACTCH HE YCTAHOBIICHA.
DapMakOKHHETHKA XA0pTanuaona y aered Maamme 18 neT He Hiyvanach,
Hoxousie 11049
GdapmakoXHHeTHKa aznicaprana y Monoasix (18-45 ner) u nosmwisix (65-85 neT) naunueHTOR IHAUHMO
HE OTIHYACTCA,
BhlBeCHHE XJOPTAINIOHA Y NOKWIRX NAUMEHTOR Oonee MCMICHHOE, HeM Y 3A0POBRIX MOJIO/ILIX
moael, Xxots peackisanue onnuakoroe. [lostomy npumensTs Daapbun® Ko y OuCHB NOKHILIX
NalHEeHTOB (=73 ner) ceayeT ¢ OCTOPOKHOCTRIO (CM. pasacn 4.2).
[loveunas HEAOCTATOMHOCTE
Y DAUMEHTOB € MOYMCYHON HEAOCTATOMHOCTLIO JNerxol, cpeaned W TskeHOi crenend obwan
kenoanuma amcaprana (AUC) Goura yeeamgena na +30%, +25% u +95% coorsercreenno. Y
NAIHENTOR C TEPMHHANBHON XPOHHYECKOH MOveuHOH HEAOCTATOYHOCTHIO, KOTOPLIC HAXOAWIHCH Ha
anaan3e, yseanucHHR He Habmonanocs (+5%). OTCYTCTBYIOT KIMHHYECKHE JAHHBIC O NAUHEHTaX ¢
Takenoll cremenn novewnoit menoctarosnoctn (CK® <30 mamvmun/l73 M%) u Tepmunanuioii
XPOHWHCCKON MOYCHHON HEAOCTATOMHOCTRIO (oM. paszmen 4.2). Aluicaprad HE BLIBOJATCA W3
CHCTEMHOMO KPOBOTOKA NPH NPOBEACHHH reMOAHATH3A
OCHOBHAS “acTh OT BCOCABIIEHCA 1036l XJIOPTATHIOHA BHIBOAMTCA TOUKAMM; OAHAKO JMCHYHKUHE
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[oYex He BIMACT HA (PAPMAKOKHHETHKY XJ0praniiona. DaKTopoM. OrpaHHuHBAIONIMM CKOPOCTL
BEIBEICHHS  XJOPTAAM/IOHE W3 KPOBH HIH IIasMbl, C T BESTD,, AUAHETCR |
NICKAPCTREHHOTO mpenapara K KapboaHrHapase IpHTPOIHTOR. i) yitbTare i apedyers;

1036t Inapbu® Ko y nauMeHTon ¢ HapylienueM GyHKURH nbHeK 'feh'coﬁ‘ W 'cpbnncﬂ'mnngrf (CK®D
>30-<90 ma/mun/1,73 w%). PeciyGanas Beangyes
MMeuerouHAR HEAOCTATOYHOCT

Mcnonsiosanne asuacaprana Menokcommia Oonee 5 aHell y NaUMEHTOB © nerxofl (Knace A no wxane
Yaiina-Ilsi0) wim cpeased (knacc B no mxane Yaiin-Ieio) Toxecrd MCYCHOMHON HENOCTATOUHOCTHIO
NPHBOAHIO K HeGONLILOMY YBCANHEHHIO IKCIOINUNH asHicapTaHd (AUC ysenmumsanocsh B 1,3-1,6
paza). (DapmakoKHHETHKA asuicaprana y [MAUHCHTOB C THOKENOil  CTENEHBIO  NEYCHOHHOI
HEAOCTATOMHOCTH He H3yvwanack. (MapMaKoOKHHETHKA XIOPTAIMIONA Y NAUMEHTOB € neveHoMHON
HEAOCTATOMHOCTBIO HEe W3yuanach. [Ipuem Inapou® Ko npoTHBONOKAIAH MAUHCHTAM C THKCTbIMH
HapyienuaMi GyHKuMK nesenn (oM. pasaen 4.2).

[lon

DapMAKOKMHETHKA AIHICAPTAHA Y MYKUHH M OKCHIIWH 3HAYMTCHBHO HE OTIHHACTCA. Cornacno
NONYISUHORHOMY (APMAKOKHHETHYECKOMY aHAIM3Y MNAUMEHTOB C apTepRATbHOA runeprensuei.
npuuumanunx aapou™ Kio, sxenoznins (Con # AUC) y NauHentos MyKCKoro noia OblIa HUXKE.
4eM Yy nauMentoB wenckoro nona (<30%). Oth pauivuns B (PAPMAKOKHUETHKE HE ABAMKOTCH
KIMHHYECKH 3HAYHMBIMH.

HeobX0AMMOCTE B KOPPEKIIMH JO03EI B 3aBHCHMOCTH OT NOJA NAUMEHTA OTCYTCTBYET.

Pacopas npHHALIEeKHOCTE

DapMAKOKHHCTHKE a3WICAPTana ¥ NaNCHTOB CBPONECOHAHON M HEIPOWINON Pachl IHAYHTCARHO HE
oranuaeres.  CornacHo  NONYASUHOHHOMY  (DAPMAKOKHHCTHHCCKOMY — ananuiy nauHenTos ¢
aprepuanbHOil runeprenaueil, npuiuMasmnx Japou” Ko, pacosas NPHHALICAKHOCTS HE BIHANE Ha
(PApMAKOKHHETHKY a3HIICAPTAHa H XJIOPTATHIOHA.

HeoOX0NMMOCTL B KOPPEKUHH 03bl B 3ABHCHMOCTH OT PAcOBOH NPHHAUICKHOCTH NalkeHTa
OTCYTCTBYET.

6. ®APMAIEBTHUECKHE CBOWCTBA

6.1  Tlepesens BCNOMOrarTe/ibHbIX BEMeCTn
Mauuuron

Oymaposas KHCA0TA

Harpus ruaposcna

Funponosa

Kpocnosuaon

Henwnonosa MHKPOKPHCTANLITHYECKAs

Maruus creapar

Twrana awoxenn

Kpacurens #enesa oKCI KpacHbii
Munpomennosa 2910

Tansk

Makporon 8000

Yepuuna cepbie Il ouHIICHHBIC JUIS MAPKHPOBKH

6.2  HecomecTumoers
He npumennmo,
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6.3  Cpok roanocrs 3344 uly

3 rona.

[ e —
6.4  Veaosun xpanennus | COI'VIACOBAHO

MU HEE PG 4 v

Xpanuth B OPHIMHAILHON YNAKOBKE ANd 3JaIHTHI OT BoAal . Ocofpie, TEMIEPaYSPHISE | yeroBus
o HOM JUIR JICTCH MeCPe 1 operns 111

XpancHus He TpelyloTes. XpaHuTh B HEAOCTYIHOM Uin JeTeH (unncroporna

He HCnoab30BaTh 110 HCTEYSHHH CPOKA MOJHOCTH.

pamenan

1}

——)

6.5 VYnakoska

Tabnerkn, NOKphIThe NAeHOUHOH 000I0MKOH.

Mo 14 Ta6nerox B AWAn Gimctep. 2 SaMCTepa BMECTE ¢ HHCTPYKUKCH N0 NPHMEHCHNIO NIOMEIILANT B
KapPTOHHYIO NAUKY.

6.6 Ocobple YKAZAHHN N0 NPHMEHCHHIO # MEPLI MPEIOCTOPORHOCTH HPH YTIIHIALNA
OcobbIx yKasaHui HET,

Mioboe HEHCNONLIOBAHHOE KOJIHYECTBO /ICKAPCTBEHHOrO INPENapara wiW €ro OTXO0A0B CACAYET
YHHYTOXATH B COOTBETCTBHH C MECTHEIMH TPCOOBAHHAMM.

6.7  Ycaosus 0Tnycka ui anrex
Ilo penenty spaua.

; & JAEPKATEJL PETHCTPAIIHOHHOI'O Y1OCTOBEPEHHSA

AO «Huwdapm», Poceuiickas Deaepauns. 603950, r. Hussuuii Hosropos, yn. Canranckas. 7
Ten.: (831) 278-80-88

thaxe: (831) 430-72-28

e-mail: med@stada.ru

8. NMPOU3BOJUTEH
Taxeaa Attnonn Jlumuren
bpoit buanec Iapx
Kunpaaneps. I'p. Yuxaoy
Wpnaunms

ITpemensuu nompebumeneis na meppumopuu Pecnybauxu Beaapyce nanpaeisme no adpecy:

AQ «Huxdapm», Poceuiickas Pesepauns 603950, r. Hiwknnii Hosropoa, ya. Canranckas, 7
ren.: (831) 278-80-88

axc: (831) 430-72-28

e-mail: medi@istada ru

Hupopmanuio 0 nexceramenbumx peaKkyiax Hanpasiames no aopecy:
Pecnybnukanckoe yunraproe npemnpuarye «llenrp sxeneprus 4 ucnbITanni B 34paBooXpatcHuHy
Tosapmneckuit niep., 2a, 220037, Muuck, Pecnybnuka benapycs

e-mail: repl@irceth.by

JIAHHBII AHCTOR-BRIAIBIN B NOCACAHKI pa3 nepecmoTpen
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