COOTBETCTBYET 3KC ETY
ot 13.04.2023 N= 71
UHCTHYKIHA MNOCNENOBATENBHOCTE 0001)
1O MEJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O ITIPEITAPATA
AnernicamioBas kuciaora Kapaio
Ilepeo npumenenuem NeXapcmeeHHO20 NPenapama 6 HUMAmMeNb HO NPOUUMAtime UHCIPYKYUIo.
Coxpanaiime uHCMpyKyuo 00 OKOHUAHUA npuema npenapama. 1lpu 603HUKHOGEHUN
OONONHUMENLHLIX 60NPOCOE 3a0atime ux Bauiemy nedawemy epady.
PerucrpanmoHHbI1 HOMep:
Toprosoe HaumMeHoBaHHe: AlleTHIICAIHIIMIIOBAs kucioTa Kapauo
MexayHnapoaHoe HeIIAaTeHTOBAHHOe WM I pPYIIIHPOBOYHOE HaHMeHOBaHHe:

ALeTHIICATTUITUIIOBAsSI KHCIIOTA

JlexapcTBeHHast popma: TaOISTKU KUMISUHOPACTBOPUMBIE, TTOKPHITHIE TUICHOUHOH 000JI0UKOH
CocTaB Ha oTHY Ta0JIeTKY

Jleticmeyiowee eeujecmeo: aneruicanunuiopas kuciaota — 50,000 mr, — 100,000 wr;
6CnoMo2amenvbHbie seuyecmea; NEIUTI003a MUKpokpucTaiumueckas 101, kpaxMall KyKypy3HbIH;
cocmas  O0OONOYKU: TaJdbK, METAKpWJIOBOM KHCIOTHI M OSTWilakpwiata comoiumep (1:1),
TPUATHIIUTPAT, moJmcopOat 80 (Teun 80), HaTpHs Taypuicyiabdar

Onmucanue

Kpyribsie qBOSIKOBBIMYKIIbIC TAOJICTKH, MOKPBITHIC TUIGHOUHOW 0000ukol Oeloro WM MOYTH
Oenoro 1Beta. Ha momepeuHoM paspese sapo Oeoro WM MOUYTH  OeJoro  IBeTa.
dapmakoTepaneBTHUCCKA IPYIIIA: AHTHATPETAHTHOE CPEJICTBO.

Kox ATX: BO1ACO6

dapmakoorunvecKue cBolicTBa

Dapmarxoounamuxa

B ocHoBe MexaHM3Ma aHTHATPETAHTHOTO JICUCTBHUS alle THiICATMITIOBOH KuciaoThl (ACK) nexur
HeoOpaTuMoe MHTHOWpoBaHUe IUKIookcurenassl (IIOI-1), B pesyibTare 4ero OJIOKHUpyeTCs
CHUHTE3 TpoMOOKCaHa A, U MOJABISISTCS arperanusi TpOMOOIUTOB. AHTHATPETaHTHBIN d(dekT
HauboJiee BBIpAKEH B TPOMOOIUTAX, TaK KaK OHH HE CMOCOOHBI MOBTOPHO CHHTE3HPOBATH
nukiaookcureHazy. Cumraercsi, yto ACK umeer u Jpyrue MeXaHW3MbI I0/IaBJICHUSI arpeTaliy
TPpOMOOIIMTOB, YTO pacHiupsieT oOJacTh ¢ TMPUMEHEHHS] IpH pPa3IUUHBIX COCYIUCTHIX
3a00JICBaHUSIX.

ACK oxazpIBaeT TakxKe NPOTHBOBOCTIAIUTEIBHOS, AHAIBIE3UPYIONSE U JKApOTIOHMIKAOIee

JeHCTBHE.



COOTBETCTBYET 2KCINEPTHOMY OTHYETY
ot 13.04 2023 N2 7129
@ apmaroxunemuxa (MOCNEOCBATENEHOCTE 0001)
Bceacwisanue

ITocne mpuema BHYTph ACK OBICTpO M MOJIHOCTHIO BCACBIBACTCS U3 JKEIYJOYHO-KHUIICYHOTO
tpakTa (JKKT). Bo Bpemsi u mocine Bcacsipanusg ACK mpeBpamaetcst B IJIaBHBIH MeTaOOIUT —
CAJMIIMIIOBYIO KHCJIOTY. BceieqcTBHe TOro, 9To TabJIeTKH TOKPBITHI KHUCIOTOYCTOWIHBOU
obomoukoit, ACK BricBOOOKTACTCS HE B JKEIY/IKE, a B MEIOYHOU cpejie JBECHAIATHIICPCTHOM
KUMIKY. MakcuMallbHasi KOHIICHTPAIMs alleTHICAUIIUIOBON KUCIOTHI B IUIazMe KpOBHU (Cmax)
JOCTUTACTCS] TMPHUOTU3UTEIILHO uepe3 2-7 dYacoB MocCHe mpuema TalleToK, TakuMm obpazom,
abcopbuust ACK B popme TabrmeToK, MOKPHITHIX KUMISUHOPACTBOPUMOM 000I0UKOH, 3aMe/IeHa
10 CPABHEHUIO ¢ OOBIYHBIMHU TabeTKaMu (6e3 KUIeIHOPACTBOPUMOU 000I0UKH).

IIpu ogHOBpeMeHHOM IpUeMe ¢ IHIel oTMeuaeTcs 3aMeieHne BecacsiBanusi ACK Ge3 BnusiHus
Ha CTeleHb BcachiBaHUA. bojee HHU3Kasi ckopocTh abcopbumm Tabrmetok ACK He Bimser Ha
skenozuniuio ACK B mj1azMe KpoBH U €€ CIIOCOOHOCTh HHTUOHPOBAThH arperaifuio TpoMOOITUTOBR
MpU JUIMTEILHON Tepallud HUZKUMHU J03aMHU Tipernaparta. TeM He MeHee, 4ToObl 0OeCTICUUTH
MaKCUMAJbHYIO YCTOMUYHMBOCTh TaOJIETOK MpernapaTa B JKENIYJKE, pPeKOMEHAYeTcs MPUHHUMATH
mpenapaT 3a 30 MHHYT [0 TpHeMa MHIIH, 3anupas OOJIBIITUM KOJIUYECTBOM JKHUIKOCTH
(cmoTpH paznen «Crocol MpUMEHEHHUSI U JTO3BI»).

Pacnpecdenenue

ACK u caimnuiioBast KUCJIOTa B 3HAUUTEJILHOU CTEIICHH CBSI3BIBAIOTCS ¢ OeJIKaMHM IJIa3Mbl KPOBH
U OBICTpO pacmpe/esisitoTesi B opranuzme. CaquIUIoBasi KUCJIOTa MPOHUKAET depes IUTAICHTY U
BBIJISJIACTCSL ¢ TPYAHBIM MOJOKOM. (cMmoTpu pazjen «lIpumeHeHue mpu OGepeMEHHOCTH U B
MIEPUO/T TPYAHOTO BCKAPMIIUBAHUSD)).

Memabonusm

OcHoBHbIM MeTaboauToM ACK saBisteTcss canumuioBas KHcJIoTa. MeTaboim3M CaTUIMIOBOM
KHCIIOThI OCYIIECTBIISICTCSI B TMEUSHU ¢ OOpa3OBaHHEM CAJMIUPYIOBOHW KHCIOTHI, (PeHOIHHOTO
[JTIOKYPOHHU/IA CATTUITUIOBOM KUCIOTHI, CATMITUITIIIOKYPOHUAA U TEHTUCYPOBOM KUCIOTHI.
Buigeoenue

BeiBefeHHe CATUITMIOBOM KHCJIOTHI SIBJISICTCSI JO303aBUCHMBIM, IMOCKOJBKY €€ MeTaloIu3M
OTpaHUYEH BO3MOXKHOCTSIMH (pepMeHTATHUBHOM cUcTeMbl. Ilepuo/l MoIyBbIBEACHHUSI COCTABIISIET
oT 2-3 uacoB npu npumeHeHun ACK B HM3KuX Jo03aX W A0 15 4acoB mpu IpHUMEHEHUH
mpemapaTa B BBICOKHMX jAozax. CaTuIIIoBas KHCIOTAa U €€ MEeTaOOJHUTHI BHIBOJISTCS TJIABHBIM
obpazom mnoukamu. CorjacHO (apMaKOKHHETHUYECKUM [JAaHHBIM OTCYTCTBYIOT KIMHHYECKU
3HAUYUMbIe OTKJIOHCHHSI HA KpUBOM KOHIleHTpaIwmsi-103a npu npueme ACK B moze ot 100 mMr go

500 mr.
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Tlokazamisa K IIpHUMEHEHUTIO

COOTBETCTBYET SKCNEPTHOMY OTUETY

e HecTabuibHasi cTeHOKApAMsSI U CTaOMIIbHASI CTCHOKAP U,

¢ MpodUIAKTUKA IOBTOPHOrO HH(papKTa MHOKap/Ia;

e TpodWIAKTHKA TOBTOPHOW TpaH3UTOpHOW wumeMuuecko araku (THA) u moOBTOpHOTO
HIIEMHYECKOT0 HMHCYJIbTa Yy IIAIMEHTOB, paHee IIepeHeCHIMX HapylleHHe MO3T0BOTO
KpPOBOOOpAIeHHUST,

e mnpopuIakTHKa TpOMOOTHYECKHX  OCJIOKHEHHM Iocje omepallid ¥ HWHBa3HUBHBIX
BMeIIaTeJILCTB Ha cocyJax (TakuX, KaKk aOpTOKOPOHApHOE IIYHTHPOBAHHUE, SHAAPTEPIKTOMMS
COHHBIX AapTepHH, apTepHOBEHO3HOE NIYHTUPOBAHME, AHTHMOIUIACTHMKA M CTEHTHPOBAHHE
KOpPOHApHBIX apTepUH, AHTHOILIACTUKA COHHBIX apTepUH).

IIpoTuBOMOKA3ZaHNA

e JloBbIIeHHAs YyBCTBUTEIBHOCT K AlleTHJICAJIMIMIOBON KHUCJIOTE WJIH JPYTHM CaJIMIIAJIATaM
U BCIIOMOTaTeJIbHBIM BEI[ECTBAM B COCTaBe IIpeIapara;

e OpoHXHaJIbHAsl acTMa, WHIYLIUPOBAHHAsI IPUEMOM CAIHIMIATOB MU JPYIHUX HECTCPOM/IHBIX
MPOTUBOBOCTIANIUTENBHBIX MpenapaTor (HIIBII) B anamuese; coueTanue OpOHXHAILHON acTMBI,
PEIUAUBHUPYIOIMIETO MOJIUII03a HOCA U OKOJIOHOCOBBIX Ma3yX M HenmepeHocumocTu ACK;

® OSPO3UBHO-S3BEHHBIC NOPAKEHMSI JKEJTYJOUHO-KUIIEYHOTO TpaKTa (B CTaAHH 000CTpEHMUSL),

® KeJyJOYHO-KHIIEYHOE KPOBOTCUCHHUE;

® TeMOpparu4ecKui auartes;

e COUYCTaHHOE IPUMEHEHHE ¢ METOTPEKCcaToOM B Jloze 15 Mr B Hefento u Gotee,

e OGepemennocTs (I u III TpuMecTp) U mepuo TPYTHOTO BCKAPMITHBAHUST,

e JISTCKMH U IOJPOCTKOBBIA Bo3pacT A0 18 sieT (BBHY OTCYTCTBHUS JAHHBIX 1O 3 (PEeKTUBHOCTH
1 0e30MaCHOCTH),

e TspKeJIOEe HapyleHHe QPYHKIUU MOYeK;

e TspKeJIOe HapyIIeHHe (QYHKIUH MIeUSHHU,

e XpoHHYeCKas cepiaeuHas HegoctatouHocTh III-1V  dyHkumoHampHOro Kiacca IO
kinaccuukammu NYHA.

C ocTOpoKHOCTBIO

e JloBbIIEHHA YYBCTBUTEJIBHOCTh K aHAJIBIETHKAM, IIPOTHBOBOCIIAJIUTE/IBHBIM IIperapaTam,
IIPOTUBOPEBMATHUSCKUM IIperapaTaM, a TaKxkKe aJUIeprUUeCKue peakIui Ha JpyTrHue BelecTRa,;

e HaIWYHe B aHAMHE3€ SI3BEHHBIX MOPAXKESHUH KEIyJOUHO-KUIIEYHOrO TpakTa, B TOM YHCIE
XpOHHYECKHEe U peUUAUBUPYIOIIHE IOPAKEHHUS JKEIYJOYHO-KUIIEYHOIO TpakTa WU
skenynouHo-kumeyHble kpopoTeueHus (OKKK) B anamuese;

e IIpU IOJarpe, TUIepypUKEeMUH,
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e [IpH HApYIICHUH (DYHKITUH [IeUSHH,

e TIpU HApYIICHUHU (PYHKITUHU MMOYCK;

e TIpH HAPYIICHUSX KPOBOOOpAIICHHS, BO3HHKAIONIUX BCJEACTBHE aTepPOCKIepO3a MOUSTHBIX
apTepul, 3acToOMHON cep/IeuHON HEeJOCTATOUHOCTH, THIIOBOJIEMUH, OOIUPHOTO XUPYPTUUYSCKOTO
BMEINATEIbCTBA, CEIICHCA, CIIyYaeB MACCUBHOIO KPOBOTSYEHHS,

e npu OpOHXHAIBHOH acTMe, XPOHUYECKUX 3a00JCBAHUSIX OpPraHOB [IbIXaHUS, CEHHOM
JUXOpaJIKe, TOJHUMO3e HOCAa, XPOHHUYSCKUX 3a00JICBAHUSX JbIXAaTeIbHOM CHUCTEMBI, a TaKkKe
AJUISPTHUECKUX PpEaKIUsAX Ha Jpyrue Impenaparsl (HAIpUMep, KOXHBIE peakiuu, 3y,
KpanuBHUIIA);

e TIpH TSDKENBIX (popMax JeduiuTa riawko30-6-pocdat-1eTuIporeHassl,

e o Il TpumecTpe GepeMeHHOCTH;

e [IpU TpEeANojaraéMoM XHUPYPrHUeCKOM BMeNIaTeJIbCTBE (BKJIIOYAsl HE3HAUUTENIBHBIC,
HaIlpUMep, SKCTpaKIus 3yoa);

e IIpU COYETAHHOM IPUMEHEHHHM CO CJISYIOUIUMHU JICKAPCTBEHHBIMU CpPEJCTBAMH (CMOTPH
paznen «BzaumoieicTBHE ¢ IPYTUMHU JICKAPCTBEHHBIMU CPEICTBAMEU Y ):

— € METOTpPEKCaToM B Jj03¢ MeHee 15 Mr B Hefeto,

— C aHTUKOATYJISTHTHBIMH, TPOMOOJUTUUSCKUMH WIH JPYTHUMU AHTHATPETAHTHLIMHU CPeJICTBaMH,
— ¢ metamuzoiioM u apyrumu HIIBII (B Tom unciie uGynpodeHom, HAIpOKCEHOM),

— € JIMTOKCUHOM,

— ¢ TUNOIJIMKEMHUUYSCKHUMH  CpEJACTBaMH  JUII  IpuUeMa  BHYTph  (TIPOU3BOJIHBIC
CyJb(POHUIMOUCBUHBI) U HHCYJIUHOM,

— € BAJILIIPOSBOU KHUCIIOTOM,

— € DTAHOJIOM (AJIKOTOJIbHBIC HATUTKH B YaCTHOCTH),

— € CeJIKTUBHBIMU MHTHOUTOpaMHU 0OpaTHOTO 3aXBaTa CEPOTOHUHA.

IIpumeHeHMe TIPH GepeMeHHOCTH U B TIEPUO I'PYTHOT0 BCKAPMIMBAHMS

Bepemennocme

HUnrubupopanue CHHTE3a MPOCTATIAHIAHOB MOXKET OKa3bIBATh OTPUIATENIbHOE BO3ISHCTBHE HA
OepeMeHHOCTh U pa3BUTHE YMOpHUOHA WJIH TUIO/IA.

JlaHHbIE SNHUISMHOJIOTHYSCKUX HCCICOBAHUM IO TPUMEHEHUI0O HMHTHOUTOPOB CHHTE3a
MIPOCTATJIAHANHOB HA PaHHUX CpoKaX OepeMEHHOCTH BBI3BIBAIOT OSCHOKOMCTBO B OTHOIICHUHU
pUCKa TIpepbiBaHHS OEpPeMEHHOCTH M TOPOKOB pAa3BUTHUS IUIOJA, MPEAMNMOIOKUTEIHHO
BO3PACTAOIIETO ¢ YBEJIUUYCHUEM JIO3bI MIpenapara U IpoJ0JKUTEILHOCTH JieueHus. JlocTynHbIe
JAHHbIE HE MOATBEPKIAIOT CBS3h MEKIY TMPUEMOM alleTHICATUIIAIOBOM KHCIOTHI U
VBeJIMUEHUEM pHUCKa TMpepbiBaHus OepeMeHHOCTH. CyIeCTBYIOT TNPOTHBOPESUMBLIC JaHHBIS

SIIUACMHUOJIOTHYCCKHUX I’ICCJ'IC,I[OB&HI’Iﬁ OTHOCHUTCJIbHO 3aBUCHMOCTH MCKAY IIPHUMCHCHHCM
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MOBBIMICHHBIM PHCK pa3BUTHs racTpommsuca. [lo JaHHBIM NPOCHEKTHBHOTO HCCIISTOBAHUS C
yuactaem 14 800 keHIMWH Ha paHHUX cpokaxX OepeMeHHOCTH (1-4-Hi MecdAllbl) HE BBHISBIICHO
MOBBIMICHUS Te(PeKTOR pa3sBUTHSA IJI0/a MPH IPUMEHSHHH Alle THIICATUIIAIOBON KUCIIOTBL
UccnenoBanusi Ha  KUBOTHBIX  TPOJASMOHCTPUPOBAIM  PEIPOJYKTUBHYIO  TOKCHYHOCTH
ANSTWICATUITIOBOM KucIoThl. B 1 Tpumectpe OepeMeHHOCTH NpHUMEHEHHE IIPEeIapaToB,
COZIepIKALINX AleTHICAUIIUIIOBYIO KUCIIOTY, IIPOTHBOIIOKA3aHO.

Bo II tpumectpe GepeMeHHOCTH CAJIMIAIATHEI MOXKHO HA3HAYATh TOJILKO € YU4E€TOM CTPOrou
OI[EHKH PUCKA U TOJIB3bI JUISI MAaTePH U ILIOJIA.

Kenmunam, muaHupyromuM 6epeMeHHOCTDh WIH HaxoasmuMmces Bo 11 TpumecTtpe OepeMeHHOCTH,
cieyeT MAaKCHUMAJIbHO CHM3UTH 103y AlSTHICATIUIIOBOM KHCIOTHI U INPOJOJDKUTEIBHOCTH
JICYCHUSL.

B III tpumectpe OGepeMeHHOCTH HHTHOMUTOpPHI CHHTE3a TMPOCTAIIAHJUHOB MOTYT BBI3BIBATH
MOJABJICHUE COKpAl[eHUH MAaTKH, IPHUBOJSNEe K TOPMOXKCHHUIO POJIOBOM JICATEIBLHOCTH,
YBEJIMUCHUE BpPEMEHHM KpPOBOTCUCHHUSI M YCHUJICHME aHTHarperanTHoro sddexra (maxke mnpu
MIPUMEHEHUH alle TUJICATUIIWIOBOU KUCIIOTHI B HU3KHUX J1032aX).

Y nioga BO3MOXKHO pa3BUTHE CEpJISUHO-JISTOUYHOM HMHTOKCHUKAIIMM € TIPEKIACBPEMEHHBIM
3aKpBITHEM APTEPUAIBHOTO MPOTOKA U PA3BUTHUEM JICTOUHOM THIICPTEH3UH, a TAKKE HApYIICHHES
(pYHKIIMU TOYEK, BIUIOTH JO pPAa3BUTHS MOUYSYHOM HEJOCTATOUYHOCTH, COMPOBOKIAIOIIEHCS
MajioBojiueM. lIpuMeHeHHe ameTHICATUIWIOBOH KuciaoThl B III Tpumectpe OGepeMeHHOCTH
MIPOTHBOIIOKA3AHO.

Ilepuoo epyonoco eckapmaueanus

Caymunuiathl U UX MeTaOOJIUTHI B HEOOJBIIUX KOJIMYECTBAX NMPOHUKAIOT B TPYIAHOE MOJIOKO.
DNU30ANYECKUN NIPUEM CAJIMIMIATOB B MEPHO/I IPYAHOTO BCKAPMIIMBAHMS HE COMPOBOK/IALTCS
pazpuTHeM TOOOUHBIX peakiui y pebeHka u He TpeldyeT NpeKpameHusi TIpygHOTO
BeKapMiiMBaHusA. OfHAKO TMPHU JUIMTEILHOM TPUMEHEHUHU IpernapaTra WIH HAa3HAUYCHUU €ro B
BBICOKOH J103¢ KOPMJICHHE TPYABIO CIICAYET MPEKPATUTh KAK MOMKHO PAHBIIIE.

Crnocod npuMeHeHUs U 10351

BuyTps, nepes e/10#, 3anuBas O0JIbIIUM KOJTUISCTBOM BOJIBI.

[Ipenapar xenateJbHO NMPUHUMATH KaKk MUHUMYM 3a 30 MUHYT 10 eipl. UToOBI oOecneuuTh
BeicBOOOKIeHHe ACK B memouno#t cpese MBeHAAIATUIICPCTHOW KUINKH, TaOJICTKH HE CIeyeT
pazyiaMbIBaTh, U3MeIbYATh WA Pa3KEBLIBATS.

[Ipenapar npe/iHa3HAYEH U1 JUIUTEILHOTO IPUMEHEHUS. JJIUTEIBHOCTD Tepalluy OIpeIeIAeTCsI

JICHAaIIuM BpadyoM.
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Ipounaxmuxa nosmMopHo2O  UHDApKMa Muoxaﬁtgy: Clmtbienian) o O Sttt nas

cmenoxapous: 50-100 Mr B CyTKH.

Hecmabunvruas cmenoxapous (npu nooospeHu Ha pazeumue 0Cmpo2o UHQGAaApKma Muoxapoa):
HavaibHas Jio3a 50-300 mr (mepByro TableTKy HeoOXOOWMO padkeBarh sl Oojee GbICTpPOro
BCACBIBAHHUS) JIOJDKHA OBITH MPHUHSITA MAIHCHTOM KaK MOJKHO CKOpee IMOCie TOro, Kak BO3HUKJIIO
IOJIO3PeHUE HAa pa3BUTHE OCTporo uHbapkTa Muokapjaa. B mocienyromue 30 nHel mocie
pas3BuTHA UH(papKTa MHOKap/ia TOJBKHA TojiaepkuBaThes 1o3a 200-300 mr/nens. Uepes 30 nuei
Clle[lyeT HAa3HAUUTH COOTBETCTBYION[YIO TEPANHIO UL MPO(HIAKTUKH MOBTOPHOrO HH(apKTa
MHUOKap/a.

lpogdunaxmuxa uncynoma (6 mom yucne, y naYueHmos ¢ npPexoOsUUM HapyUeHUeMm MO3206020
kposoobpauyenus): 50-100 MT B CYTKH.

IIpogunaxmuxa npexoosueco Hapyuienus mMo3zeoso2o kposoobpauernus: 50-100 Mr B CyTKH.
HIpoghunaxmuxa mpomMOOmMueckux OCIONICHEHUT NOCIe Onepayuli i UHEAZUEHBIX EMEUAMENLCME
Ha cocyoax: 50-100 Mr B CyTKH.

Heticmeusn npu nponycke npuema 0OHOU U HECKONLKUX 003 TEKAPCMEEHHO20 Npenapama:
[IpumuTe mnpomyieHHYI0 TalJeTKy cpa3y, Kak TOJIbKO BCHOMHHTE 00 STOM M Jajee
mpojio/iKaiiTe mpueM B OOBIUHOM peskuMe. Bo u3bexxaHue YABOSHHS JO3bI HE NMPUHUMAKTE
MPONYIeHHYI0 TabJeTKy, eclu MNpuOaMKaeTcs BpeMs IpHeMa CleAyIomeH TalJIeTKH.
Ocobennocmu Oelicmeus NeKapCmeeHHO20 Npenapama npu nepeom npueme U npu eco OmmeHe:
OcoGeHHoCTel AeHCTRHUS MpenapaTa Mpy MepBOM MPHEMe U €T0 OTMEHe He HaOJI01aIoCh.
Ocobuvie zpynnet nanuenmoe

Hemu

bezonacHocTh ¥ 3¢ (HeKTUBHOCTL IPUMEHEHHUS NIpernapaTa y AeTel U MoIpoCcTKOB Miamie 18 et
He ycTraHoBJIeHa. [I[puMeHeHHe npenapaTa y NAIMEHTOB MIammie 18 JieT mpoTHBOMOKA3aHO.
Hayuenmul ¢ HapyuieHueM QYHKYUN nedenu

[IpenapaT npoTUBONIOKA3aH y MAIIUEHTOR € TSDKEJIBIM HapylmieHueM QpyHkinu neueHu. Creayer ¢
OCTOPOKHOCTHIO PUMEHSITH MPLMapat y MAIUSeHTOR ¢ HapyIIeHHeM (PYHKITHH TTCYSHH.
Hayuenmul ¢ HapyueHuem QyHKYUM noYex

[IpenapaT npoTHROIIOKA3aH Y MAIIMEHTOB ¢ TSDKEJIBIM HapyiieHueM GyHKIUU nmodek. Creayer ¢
OCTOPOKHOCTHIO PUMEHSITH TIpeNapar y MalUeHTOR ¢ HapyImeHueM (PYHKITHH MOYEK, MOCKOJIBKY
MpUEM Tpernapara MOXKET MOBBINIATH PUCK PA3BUTHSI MOUYSYHOM HEJOCTATOUHOCTH W OCTpPOH
MIOYESUYHON HEJJOCTATOYHOCTH.

Ilo0ounoe neiicTBHE

HeGmaronpusiTHple peakilMM CTPYIIHPOBAHBI B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH

KJIACCAMH MEJIMIIMHCKOTO CJIOBaps ISl HOpMaTHBHO-TIpaBoBod JesitenbHocTH MedDRA, a



COOTBETCTBYET 3KC
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TaKKe pEeKOMEHJAIUsAMU BceeMupHOW opraHWialiuu 3)&9;’1}30‘0 (SRS AT oY T(:> -5}'/160, <

1/10); <aewacto» (> 1/1000, < 1/100); «peako» (> 1/10000, < 1/1000); yacToTa HEeU3BECTHA -
He MOJKeT ObITh OIleHeHA, UCXO/I U3 UMCIOMIUXCS JaHHbBIX.

Hapywenusa co cmoporst Kpoeu i ium@PamusecKoll Clucmemst:

Hewacro: xenezofeUITUTHAS aHEMHUST, PEJIKO: TeMOpparndeckasi aHeMHUsT, YacTOTA HEU3BECTHA!
TeMOJIN3, TEMOJIUTHYESCKAST AHEMHUSL.

Hapywenus co cmoporst UMMYHHOU CUCIMEMbL:

Hewacto: TUNepuyBCTBUTEIBHOCTD, JICKAPCTBEHHAS] HEMIEPEHOCHMOCTh, AJJICPIrHUSCKH OTeK U
aHTHOHeBpoTHUeCKUH oTek (oTek KpuHKe), penko: aHapUIaKTHUECKHE pEaKIUH; YacToTa
HEU3BECTHA: aHAPHUIAKTHISCKUH TIOK.

Hapyuienus co crmoporst HepeH oIl ClicCHeMbl:

YacTo: TOJIOBOKPYKCHHE, HEYAaCTO: TeMOppArHuecKui WHCYIbT WM BHYTpHUUYEpEIIHOE
KpOBOTEUCHHE.

Hapyuwienue co crnopoHst opzana ciyxa u 1abupuHmsie HapyueHus:

Yacro: myM B yIiax.

Hapywienusa co cmoponst cepoua:

YacToTa HEU3BECTHA: KapJUO-PECTIMPATOPHBIN JUCTPECC-CHHIPOM.

Hapywienus co cmoponust cocyoos:

Hewacto: reMaTOMBI, pe/IKO: T'eéMOppArus, MbIIICUYHbIE KPOBOWU3JIMSHHUS, 9acTOTa HEHU3BECTHA!
KpOBOTEUCHHS BO BpeMsi MEIUIIMHCKUX MIPOLIEAYD.

Hapywienua co cmopoHst ObIXAmMeTbHOU  CHCMEMbl, OpP2AH06 ZPYOHOU KIemKu U
cpedocmenus:

YacTo: HOCOBOE KpPOBOTCUCHHE, PUHHUT, HEUACTO: 3aJIOKEHHOCTh HOCA, YacTOTAa HEH3BECTHA:
ACTIUPUHOBAsI OpOHXHUATBHAS ACTMA.

Hapywenusa co cmopomst Jcetyd 0uHO-KUUEHHO20 MPAKMA:

Yacro: nucnencusi, 60Jib ¢O CTOPOHBI JKEIYTOYHO-KHINSTHOTO TPAKTA U B JKUBOTE, JKEJyTOTHO-
KHIIEYHOS BOCHAJIEHHE, KpPOBOTEUCHHS U3 JKEIYIOUYHO-KHIIEYHOTO TpakTa, HedyacTo:
KpOBOTOUYMBOCTB JISCEH, SI3BbI U DPO3UHU CIUZUCTON 0OOJIOUKH JKeTy/IKa U JIBeHAIATHIIEPCTHOU
KHUIIKK, peKko: MepdOpaTHBHBIS SI3BBI CIM3UCTON OOOJOUKH JKETyIKa U JIBEHAIATHIICPCTHOU
KHIIKH.

Hapyuienus co crmopomst nedeHu u yeeiesvleo0auiix nymeil:

Hewacro: HapymieHue QYHKIHH TEUYSHH, PEAKO: IOBBINICHUE AKTHBHOCTH «IIEUSHOUYHBIX»
TpaHCAMHHA3.

Hapyuienus co crmoporst Koxcit it HOOKOHCHBIX MKAHEI:

YacTo: KoxKHas ChIIIb, KOJKHBIH 3yA; HCHYACTO: KpalluUBHHIIA.



COOTBETCTBYET 3KC
ot 13.04.2023

Hapywenus co crmoponst ROUEK 1 MOUeBbl800RUIUX nﬁmgﬁ:j ENOBATENBHOCTE 0001)

YacTo: KpOBOTEUCHHUSI U3 MOUCHOJIOBBIX INMyTeH; peaKo: HapymieHHe (YHKIUHU IMOUSK, OCTpast
oveyHasi HeJOCTATOUHOCTb.

Tpaemet, unmoxcuKayiL 1 0C10HCHeHUA MaHunyAYuil: cMoTpu pasen «llepenosupoBka»
Baoicno coobuyams 0 pazsumuy HeJenamenbHulX peakyiti ¢ yelvio obecnedenis HenpepsvleHo2o
MOHUMOPUHSA OMHOWEHUA NONL3bL U PUCKA NleKapcmeeHHozo npenapama. Ecnu nwobvie us
VKA3AHHBIX 6 UHCMPYKYUU nobouHulx s¢hchexmos ycyeyonsomes, umi Boi samemunu nwobduvie
Opyeue nobouHvie 3pghexmvl, He YKA3aHHbIE 6 UHCMPYKYUH, coobwume 0O 3moM spauy.
Meouyunckue pabomuuxku cooowawm O HeJNCeNameNbHbIX pPeaKyusx ReKapCmseHHO2o
npenapama uepes HAYUOHAbHbIE CUCHEMbl COODWEHUA O HEJNCENAMENbHBIX PEAKYUAX.
IlepenozupoBka

CanunuiaTHas HHTOKCUKaIuA (pazpuBaetcs npu npueme ACK B noze Gonee 100 Mr/Kr/cyTku Ha
MPOTSKEHUH Gojiee 4eM 2 CYTOK) MOJYKeT SIBUTHCSI Pe3yJbTaTOM [TUTENIbHOTO YIOTpeOIeHHs
TOKCHUYECKUX 103 Tpemapara B paMKaX HENPAaBWIBHOTO TepaleBTHUSCKOTO TPUMESHESHHS
npemnapaTta (XpOHHYECKass WHTOKCHUKAITUA) WJIH OJHOKPATHOTO CIYUAWHOTO WM HAMEPESHHOTO
mpHeMa TOKCHYECKOM O3Bl MperapaTa B3pocibIiM WK peOGeHKOM (0CTpasi HHTOKCHKAIIHS).
Cumnmomul

XpoHHYSCKAsT HHTOKCHKAITUS TIPOU3BOJHBIMU CATHIIMIOBONW KHCIOTHI HecTenUu(pHIHA U YACTO
JTHATHOCTHPYIOTCS ¢ TPpYAOM. WHTOKCHKAIHS JISTKOW CTENEHH TSKECTH OOBIYHO pa3BHBACTCS
TOJIBKO TIOCJTIC HEO/IHOKPATHOTO WCIMOJb30BaHUS OOJBIIUX 03 TMpemapaTa W TPOSIBISICTCS
TOJIOBOKPY)KEHHEM, BepTHTO, IMIYMOM B VIIaX, CHHJKCHHEM CJIyXa, MOBBINICHHBIM
MOTOOT/ICJICHHEM, TOIMHOTOH W pPBOTOH, TOJIOBHOW OONBI0 M CIIYTAHHOCTHIO CO3HAHHAL
YkazaHHasi CHMITOMATHKA HCUE3aeT MOCJIe YMEHBIICHHS JTO3bI Mpenapata. [Ilym B ymax MoxkeTt
nosBIIsIThes pu KoHNeHTpanuun ACK B mrasme kpoeu ot 150 g0 300 mxr/mun. Bornee Tsikenbie
CHUMIITOMBI TposIBIIsItOTCS Tpu KoHIeHTpaiuu ACK B miazme kpoeu Boimie 300 MKT/MIL
OCHOBHBIM  TIPOSIBJICHHEM  OCTPOM  HMHTOKCHKAITUM  SIBJISISTCA  TSDKeJOoe  HapyIICHHe
KUCIIOTHO-OCHOBHOTO COCTOSIHUS, TIPOSIBJICHUS KOTOPOTO MOTYT BapbHPOBATh B 3AaBHCHMOCTH OT
BO3pacTa MallMeHTa U CTEICHH TSDKeCTH WHTOKCUKAIUU. Y JieTel HauboJiee TUIIMUHBIM SIBJISICTCSI
pazpuTHe MeTabonmueckoro amuaosa. llockonbky ckopocTh BcachkiBausi ACK wmoxer
CHUKATHCS H3-32 3aMEJICHHOTO OIMOPOKHEHHS JKeNTyJka, oOpa3oBaHUS KOHKPEMEHTOB WJIH
mpHeMa MpenapaToB, YCTOMUUBBIX K JESHCTBHIO JKEITYTOTHO-KHIISUYHOTO COKA, HEIb3S CYIUThH O
TSDKECTH MHTOKCHUKAITMHM TOJIBKO 10 M3MEHEHUIO KOHIIGHTPAIIMH CAJTUITWIATOB B IIa3Me KPOBH.
Jeuenue

[IpoBoauTes B COOTBETCTBUHU ¢ TIPUHSITHIMA CTaH/IapTaMU 1%} 3aBUCHT

OT CTeNeHH TSHKeCTH HHTOKCHKAIIMM MW KIHHHYSCKOH KapTuHbl, HW JOJGKHO OBITH



COOTBETCTBYET 3K

CMEPTHOMY OTYETY

27 M= 7190

)

ot 13.04.2023 N2 7129

OOCTEANRATEARLHOCTS ANA1
HAIPaBJICHO TIJIABHBIM 00pa3oM Ha YCKOpeHME BLIBéHéHI?IS?‘l‘H&E‘H’hpéHTL-I/IF“ﬁOCCTaP&OgJ]IéHHe

BOJHO-3JICKTPOJIMTHOTO OajlaHCca U KHCJIOTHO-OCHOBHOTO COCTOSIHHS.

Hmxe MMpeacTaBJICHbI CUMIITOMEBI U ﬂa60paT0prle JaHHBIC B CJIyUac OTpaBJICHHUA CaJIHIWJIaTaMH

" MEphbL TepaHeBTquCKOﬁ ITOMOIITH.

CHMIITOMBI nepearosupoBKH

JlaGopaTopHbie H

HHCTPYMEHTAIbHLIC JaHHLIC

MepbI TepaneBTHUYECKOI TOMOLIH

Om nezkoit 00 cpedneli cmenenu

mAascecmu

KenynouHrii napax,
MHOTOKpPaTHELH IpreM
aKTHBHPOBAHHOTO YITISL,

(bOpCHPOBAHHKIH TIETOUHOM ANypes

gk AXHUITHOS, TUIIEPBE HTWIBILIA,

PeCIHpaTOPHLIH alKatos3

AJ'IKaJICMI/I.‘i{, ANKaIypIrsi

Boccranosnenne
BOAHO-3JIEKTPOIIMTHOTO OamaHca 1

KHCIOTHO-OCHOBHOT'O COCTOAHIA

[TIpody3noe MoTOOTACIEHNE

TomHoTa, pBoTa

Om cpedueti 0o msacenoti cmenenu

KenynouHrrit napa,
MHOTOKpPAaTHELH ITpHeM
aKTHBHPOBAHHOTO YITIS,
(hopCUpOBAHHEIHN MIETOTHON ANYPE3;

B TAKEIBIX CIyYasax reMOgnuallns

PecrimpaTtopnslii ankanos ¢
KOMITIEHCATOPHBIM MeTabOIMIeCKIM

arMa030M

AnpieMus, atiypusa

Boccranornenne
BOOHO-3JICKTPOJIIMTHOI'O Oananca 1

KHCIIOTHO-OCHOBHOTO COCTOAHMA

Tumeprimpexcws (kpatine

BHICOKasI TeMIIepaTypa Tena)

Boccranopnenne
BOAHO-3JIEKTPOIIMTHOTO OamaHca 1

KHCIOTHO-OCHOBHOT'O COCTOAHNMA

Hapyenns qeixaHus:
THTIe PBEHTHIISIINS,
HEKapAMOTeHHBIH OTEK JIETKHX,

YTHETEHWE JBIXaHNs, achUKCHS

Hapymenns co cTopoHEL
CepIeYHO-COCYINUCTOMN CHCTEMEL:
HAPYLIEHUS PUTMa Cepalla,
aprepHanbHas THIOTe H3M,
yTHeTeHHe CepAeuHOlt

ACATEIIBHOCTH

Hamenenne apTepHralibHOTO

nJasineHnst, DK

Hapymennsa BOZHO-31eKTPOIUTHOTO
fanaHca: AeTHApaTaIls, HapyIleHNe
(YHKITMHU TIOUEK OT ONIUTYPHUH
BIUIOTH JI0 Pa3BUTHA TIOUETHOH

HEJOCTATOUYHOCTH

THHOKSJII/ICMI/IFL THUNEPpHATPHUEMIA,
THUITOHATPUEMIS, HAPYIIEHNE

(bYHKITIH TIOUEK

Boccranopnenue
BOAHO-3JIEKTPOIHUTHOTO OanaHca 1

KHCIIOTHO-OCHOBHOT'O COCTOAHNMA




Hapymenne metabonmama Tuneprmxen, THIIOTIIAKEMIBT |

TJTIOKO3EL, KeTO3 (ocobeHHo y meTel), KeToaIma03

MTym B ymax, mIyxoTa

)KCJIy,I[OT-IHO-KI/HHCT-IHBIC

KPOBOTEUECHIL

T'emaronormieckue HAPYIIEHUS: OT
YanuHeHIE IPOTPOMOMHOBOTO
HMHTHOUPOBAHA arperaliiun
BPEMEHH, THIIONIPOTPOMOUHEMIL
TPOMOOLMTOB 10 KoaryJIoNaTHi

Hesponormieckme
HapyIIeHIST: TOKCHIeCcKas
SHIe(aToNaTHI 1 yTHeTeHHe
¢dbyuximm [THC (coHmBOCTS,
CITyTAHHOCTD CO3HAHMSL, KOMA,

CYIOPOTH)

BzaumogeiicTBHe ¢ APYTVIMU JIeKaPCTBEHHBIMH Cpe/ICTBAMU

Bsaumooeiicmenus ACK co creoyouumi 1ekapcmeeHHbiMU CPeOCeamit NPOMUs OnOKA3aHbL:

e MeTOTpekcar B Jo3¢ 15 Mr B He/lenro U GoJiee: MOBHIICHUE TEMATOJIOTHUSCKON TOKCHTHOCTH
METOTpeKcaTa 3a CUeT CHIDKCHHS MOUEUHOTO KIMpeHCAa METOTpeKcaTra BCJe/JICTBHE JIeHCTBHSI
MPOTUBOBOCTIAJIMTENILHBIX CPEACTB B OOIEM U KOHKYPEHTHOTO BBHITECHEHUS CAIMIIMIIATAMH €T0
U3 CBSI3K ¢ OeJIKaMU TUIA3MBI, B YACTHOCTH (CMOTpH paszjel «IIpoTupomokazanus»).

ACK 6 rombunayuu ¢ HUICENEPEUUCTIEHHBIMU NeKAPCMEEHHBIMU CPEeOCMEami  credyem
NPUHUMAMb C OCTHOPOACHOCTIBIO !

e METOTpEKcaT B JIo3e MeHee 15 MTr B HEJENIO: TMOBBINICHUE TeMATOJOTHYSCKONH TOKCUYHOCTH
METOTpeKcaTa 3a CUeT CHMKSHMS MOYCUHOTO KIMpEHCAa METOTpeKcaTa BCIISJCTBHE JCUCTBUS
MIPOTHBOBOCTIAJIUTEIILHBIX CPEJCTB B 00IMIeM U KOHKYPEHTHOTO BBITSCHEHUS CAMIIMIATAMH €T0
U3 CBSI3U ¢ OeJIKaMU TUIA3MBI, B YACTHOCTH;

e Meramuzon u HIIBIL: nmpu oaHoBpeMeHHOM (B Te4YeHHE OJHOTO [IHSI) TPUMEHECHUH C
MeTaMmu3osioM ¥ HekoTopbiMu Jipyrumu HIIBII (B Tom uncie ubynpodeHoM M HAPOKCEHOM)
OTMEUASTCSl AHTATOHH3M B OTHONICHWH HEOOpaTHMOTO YrHeTeHHS (YHKIMH TpOMOOITUTOR,
obycnopiennoro aeiicteuem ACK. Knunnueckoe 3HaueHue JaHHoro >¢dekra HenzpecTHo. He
pexomenayercsa couetanne ACK ¢ meramuzomom wimm jgpyrumu HIIBII (B Tom uymcrne
uOympodeHoM HWIH HAMPOKCEHOM) Y MAIHCHTOB C BBICOKHM PHCKOM CEepJISTHO-COCYIHCTHIX
3a00JICBaHUHM H3-32 BO3MOKHOTO CHIDKEHHSI KapJAHONpOTeKTHBHBIX »ddekTor ACK (cMmoTpu
paznen «Ocolble yKazaHU»),

e ITpU OJIHOBPEMEHHOM IIPUMEHEHHH C AHTUKOATYJSIHTAMH, TPOMOOJUTHUESCKUMH H

AHTHAIpCraHTHBIMHU CPEACTBAMHA OTMCUACTCA YBCIIMUCHUC PHUCKA KpOBOTGIIeHHﬁ;
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e TIpH OJHOBPEMCHHOM TIPUMEHEHUU C JIpYTHMH HPI'BH':It@ﬁéﬁmﬁmﬁﬁﬁ““ca{mﬁngﬁﬁl, B

OONBIINX JI03aX OTMEUAeTCSl YBeJMUSHHE PHUCKA YJIBIEPOTCHHOTO JACHCTBHS M IKEIyTOTHO-
KHUIIEYHOT'O KPOBOTEUESHHUS;

e OJHOBpEMEHHOE TMPUMEHEHHE ¢ CeJeKTUBHBIMM HMHTUOMTOpaMH OOpaTHOTO 3axBaTa
CEpOTOHHMHA MOJKET IPUBECTH K IIOBBIMICHHUIO PHUCKA KPOBOTEUSHUS U3 BEPXHHUX OT/ACJIOB
JKETYAOTHO-KHIISTHOTO TPAKTa BCIISACTBHE BOBMOXKHOTO CHHEepTHUeckoro »(ddexTa;

e IUJIa3MEHHBIC KOHI[CHTPAIIUU JUTOKCHUHA YBEJIMUMBAIOTCS IIPH OJHOBPEMEHHOM MPUMEHEHHUH C
ACK BclleIcTBHE CHH)KEHHS €70 IIOUY€UYHOUM SKCKPEIUH;

e 1pu ogHOBpeMeHHOM IpuMeHeHHMH ACK ¢ IMIOIIMKeMHYeCKHMMU IpenapaTaMy (MHCYJIMH,
IIPOU3BO/IHBIE CYIb(OHUIMOUCBUHBI) YBEJIMUMUBASTCS THIOTJIMKEMHUECKUH P PeKT MocIeJHUX
3a CYeT THUIOTIHUKEeMHUYeCKHUX cBoMcTB camMod ACK B BBICOKHMX J03aX M BBITECHEHUS
MIPOU3BO/HBIX CYIHPOHIIMOUSBUHBI U3 CBSI3U ¢ OeJIKaMU TUIa3Mbl KPOBH;

e IIpH COBMECTHOM IpUMeHEHUHU AUYpeTUKOB ¢ ACK B BBICOKHX J03aX OTMEYACTCS] CHUIKCHHE
CKOpPOCTH KIyOOUKOBOH (UIBTpaIllUd B pe3yJbTaTe CHUKSHHSI CHUHTE3a TMPOCTATJIaHIHHOB B
MOYKax;

® IIpU OJHOBPEMEHHOM IIPHUMEHEHHH ¢ CHUCTeMHBIMHU IItokokopTukocTepongamu (I'KC) (za
UCKITIOUCHUEM THJIPOKOPTH30HA, TPUMEHSSMOTO ISl 3aMECTHTEILHOM Tepanuu Tpu OoJie3HU
AJIITICOHA) YpOBEeHb caluliaToB B KpoBu cHuxkaetrca. llocie ormennl ['KC Bo3zmoskHa
MepeIO3UPOBKA  CAJIMIWIATOB BCJICACTBHE YCKOPEHHOW HJIIMMHUHAIIMK CAJMIAIATOB IO
nercteueMm I'KC;

e TIpU COUYCTAHHHM MHTHOUTOPOB aHTHOTCH3UHIpeRpamatomero ¢pepmerta (AIID) ¢ BricokuMH
mozamMu ACK oTMmeuaeTcsi CHHIKEHHE CKOPOCTH KIyOOUYKOBOM (UIbTpaluu B pe3yibTare
WHTAOUPOBAHUS TIPOCTArJAHANHOB, OOJaalonuX cocyaopacmupstonum jaeicreueM. Kpome
TOTO, OTMeYaeTcs ocablieHne aHTUTUIIEPTEH3UBHOTO ddeKTa;

e IIpU OJTHOBPEMEHHOM MPUMEHESHUH C BAJIbIIPOSBON KUCIOTON YBEJIMUUBACTCS €€ TOKCUUHOCTh
3a CUST BHITCCHCHUS U3 CBSI3M ¢ OeJIKaMH T1J1a3Mbl KPOBH;

o 1pu npueme ACK B couyeTaHUM C BTaHOJIOM (QJIKOTOJIEM) OTMEYAeTCsl MOBHIMEHHBIM PUCK
MOBPEIKACHHUS CIIM3UCTON OOOJIOUKH JKeTYT0YHO-KUIICUHOTO TpaKTa U V/JIMHEHHE BpPEMEHHU
KpOBOTEUCHHS B peayibTaTe B3auMHOTO yereHus sgdexror ACK u sTanomna.

o Ilpu mpumenenun ACK c¢ mnpemapatamu, oOialalolUMH YPUKO3IYPHUUESCKUM JCUCTBHEM
(GenzbpomapoH, mpobOeHeIH)T) HAOIIOaeTCsl CHIDKEHHE YPUKO3YPHUISCKOTO > (PeKTa MocaeTHUX
BCJICJICTBAE KOHKYPEHTHOTO TIOJIABJICHHsI IIOYEUHOM KaHAJIBIUEBOM DKCKPELIMM MOYEBOM

KHUCJIOTHI.
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Oco0ble ykazaHus

IIpenapat ciiefyeT IPUMEHSTh ¢ OCTOPOKHOCTBIO IIPH CJIEAYIOMMX COCTOSTHUAX !

® [IOBBINIEHHA YyBCTBHUTEJBHOCTh K aHAJIbIETHUKAM, IPOTHBOBOCHAJIMTEIBHBIM IIpeliapaTan,
IIPOTUBOPEBMATHYECKUM IIpeliapaTaM, a TaKXKe aJUIeprHUeCcKUe peaKI[ui Ha JpYTHe BEIIeCTBa,

® S3BEHHBIC [TOPAKEHUS JKEJIYJOYHO-KHIIEYHOTO TPAKTa B AHAMHE3€, B TOM YHCJIE XPOHUYECKHUE
U PEeIUMBUPYIOIIHE MOPAXKESHUS JKeJIyJOYHO-KUIIEYHOTO TpaKTa B aHAMHe3e WJIM JKeJIyI0YHO-
KHUIIEYHOI'O TPaKTa B aHaMHeE3e;

e O/[HOBpPEMEHHOE IIPHMEHEHHE ¢ AHTHKOAryJSIHTAMH (CMOTpH pazfen «BzaumoaeHcTBHe ¢
JIPYTUMH JIEKapCTBEHHBIMHU CPE/ICTBAMMU» ),

e y IMAIUEHTOB ¢ HapyIIeHHeM (YHKIHH IOYeK WIA Yy TMAlHeHTOB ¢ HapylleHHEeM
KpOBOOOpaIleHHsI, BO3HUKAIOIMMUX BCJIJCTBHE aTepOCKIIepo3a MOYSUHBIX apTepui, 3acTOHHOM
CepACUHONH HeJOCTAaTOUYHOCTH, THIIOBOJIEMHH, OOIIUPHOTO XUPYPrUUYSCKOTO BMEIIaTe/IbCTBA,
CeIICHCa WIH CJIy4aeB MAacCCHBHOTO KPOBOTEUEHUs, IIOCKOJIBKY BO BCEX MEPEUHCIICHHBIX CIIydasiX
ACK MoOxeT IOBBINIATh PUCK PA3BUTHsS OCTPOM IMOYSYHOM HEJOCTATOYHOCTH U HapyLISHHUs
(P YHKITHUH TTOYEK;

e [IpH TSDKEIBIX opMax AeuInTa IITI0K030-6-pochat-neruaporenazsl ACK MoKeT BBI3bIBATH
TeMOJIU3 U IeMOJIUTHYECKYI0 aHeMuto. PakTopaMu, KOTOpbIe MOTYT IIOBBINIATh PUCK PA3BUTHS
TeMOJIN3a, SIBJBIIOTCS JINXOpa/ika, OCTpble HH(EKITMH U BRICOKHE JI03bI IIperapaTa;

e [Ipu HapyIIEeHUHU (YHKIUH IISUCHHU,

e meramMu3ol M HekoTopele Jpyrue HIIBII (uGynpodeH, HanmpokceH) MOTYT OCHalIsThH
uarudupyromee aeiicreue ACK Ha arperanuro tpomGonuToB. [lanuents, npuanMaromue ACK
U IUIAHUPYIOIMHKE MpHeM MeTamuzojia win Apyrux HIIBIL goypkHbI 00CYIUTH 3TO € JIeHaluM
BpauoM (CMOTpH pazjies «B3auMoIeCTBHE € IpYTUMHU JICKAaPCTBEHHBIMH CPEJICTBAMMY ),

e ACK MOKET NpOBOIUPOBATH OpOHXOCMA3M, a TaK¥Ke BHI3BIBATH MPHUCTYILI OpOHXHUAILHOU
acTMbl W JIpYTHE peaKIUU TOBBIIMCHHOW UYYBCTBUTEJIBHOCTH. (akTopaMH pHUCKa SBIIIOTCS
HaJluure OpOHXMAJIBHOM acTMbI B aHAMHe3e, CEHHOH JIMXOPAJAKH, MOJUII03a HOCA, XPOHUUECKHX
3a00JIeBaHUM JbIXaTeIbHOM CHCTEMBI, a TAKXKe aJUIEPTHUYSCKUX PeaKIUi Ha Jpyrue Npenapatsl
(Hampumep, KOXKHBIE peaKIuH, 3y, KpAallUBHUIIA),

e punHruGHupyromee aevcteue ACK Ha arperanuio TpoMOOIMTOB COXpaHSSTCSI B TeUYCHHE
HeCKOJIbKUX JIHEH IIoCJIe IpUeMa, B CBSI3U ¢ UYeM, BO3MOJKHO IIOBBINICHHE PUCKA KPOBOTCUSHUH B
X0Jle OIIEpPAaTHBHOIO BMEINATEJIbCTBA HJIM B IIOCJICONEPAlMOHHOM IIepHoje (BKJIIOYas Majble
XUPYpPTUYECKHE ONlepalluy, HalpUMep, SKCTPaKIus 3y0a);

e npenapatel, cofeps;kamue ACK, He JOJDKHBI NPHMEHSTBCS y JAeTeH U IOJPOCTKOB UL
JICUCHUS] BUPYCHBIX HMH(EKIUN ¢ JHMXOpagkod wim Oe3 Hee Oez KOHCyJbTaluH Bpaua. [lpu

OTIpe/IeJICHHBIX BHUPYCHBIX HMH(EKIUAX, B YACTHOCTH, TpHMIe A, rpummne B u BeTpsiHO#H ocme
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MOCOEOORATEOLHOC TE 0001
CYIIECTBYST PHUCK pasBUTHUs cHHApoMa Pes |- oquhn'penﬁbrg';-' o OhﬁbT‘OTﬂflﬁ" Ui mm

3abosieBaHus, TpeOYIOMETo HEMEUICHHOTO MEJMIIMHCKOTO BMENIATeIbeTBa. PHCK  MOXKeT
nobimarkes, ecin ACK mnpumensiercss B KadecTBe COINYTCTBYIONIEM TepaluH, OJIHAKO,
MPUIUHHO-CIIC/ICTBEHHAS CBsI3b He ObUTa MOJTBepiKAcHAa. HeykpoTuMasi pBoTa MpH YKa3aHHBIX
3a00JIeBaAHMSIX MOKET ObITh CHMITTOMOM CHHpoMa Pes;

e 1npeBbimeHue J03bl ACK conpspkeHo ¢ pUCKOM KeTyJ0UHO-KHIIEUHOTO KPOBOTSUSHHUS,

e TIepeO3MPOBKA OCOOSHHO OMACHA Y MAIHEHTOR MOJKUIIOTO BO3pacTa.

Bmisiuie Ha cITOCOOHOCTH YIIPABJIATH TPAHCIIOPTHHIMH CPeIcTBAMI, MeXaHH3MAMU

IIpuem mpemapaTa He BJIMSIET Ha CIOCOOHOCTH VIPABISITH TPAHCIOPTHBIMU CpEACTBAMH U
3aHATHS JIPYTHMH  TOTCHIIHAJBHO  OMACHBIMH  BHJAMH  JICATEIBHOCTH, TpeOYIOMMUMHU
MOBBIMNEHHOM KOHIEHTPAIUHA BHUMAHHUS U ObICTPOTHI IICUXOMOTOPHBIX peaKIuii.

dopma BbIIyCKA

TabeTKu KUIIEUHOPACTBOPUMBIE, MOKPBITHIC IIEHOUHOU 000ouko, 50 Mr, 100 wmr.

ITo 10, 15, 20 TabneToK B KOHTYPHYIO SUCHKOBYIO YIIAKOBKY W3 IUICHKHU MOJTHBUHIIXJIOPUTHOU
1 (POJIBIH ATFOMUHHEBOH TICYaTHOM JJAKUPOBAHHOM.

2, 4, 6, 8 KOHTYPHBIX SIUCHKOBBIX YIIaKOBOK 110 15 TabneTok wiu 3, 6, 10 KOHTYPHBIX STU€HKOBBIX
ynakoBok 1o 10 TabieTok, WIM 5 KOHTYPHBIX SIYEHKOBBIX yMakoBok 1o 20 TtabieTok ¢
HHCTPYKIHEH 0 MPUMEHEHHIO TIOMEIIAIOT B MAUKy W3 KapTOHA JUIS HOTpeOUTEIBCKOM Taphl.

Y ciioBus XpaHeHUs

B opuruHaibHOM yIlakoBKe IIpH TeMIleparype He Bolmie 25 °C.

XpaHUTh B HEJTOCTYITHOM JIJIS JIeTeH MecTe.

Cpoxk rogHocTH

3 rona.

He npuMeHSITH 10 UCTSUSHUH CPOKA TOJTHOCTH.

Y ciioBus oTIIyCKa

OtmyckatoT 6e3 perenra.

Baanesreny pericTpalioHHOT O Y/I0CTOBEPeHUs

OO01IecTBO ¢ OrpaHUUYSHHON OTBETCTBEHHOCTHIO « Ipeyronbauk» (OO0 «TpeyroasHuk»)
Opunuueckuii agpec: 630108, Horocubupcekasa obiacts, 1. HoBocuOupck, yi. CraHIHOHHAS,
1. 30A, xopniyc 15, nometnenue 48.

Ten./dake: 8 (383) 350-03-10.

IIpomBogurens/Opranuzaiys, MIPUHIMAIONIAA PEeTEH3UH OT MMOTpeduTe el
IIpouszeooumens

Axk1onepHoe obmmectBo «lIpousBocTBeHHas dapMaiieBTHUSCKasA KoMIIaHUA OGHOBICHUE

Aopec mecma npouzsoocmsa
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 13.04 2023 N= 7129

(MOCNEOOBATENBHOCTE 0001)

630096, r. Hopocubupck, yi. CrannuonHasi, 1.80.

Opeanusayus, nPUHUMAIOWas npemen3uy om nompebumeneil

Axk1onepHoe odmectBo «lIpousBoacTBeHHas dpapmaneBTHUSCKasA KoMITaHUsA OGHOBICHUE)
630096, r. HoBocubupck, yi. CrannuonHas, 1. 80,

Ten./daxc: 8 (800) 200-09-95

e-mail: pretenzii@pfk-obnovlenie.ru
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