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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTO TIPEAAPATA "

COOTBETCTBYET ZKCNEPTHOMY OTHETY

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

WNunanamwun, 2,5 mr, Ta0NeTKH, MOKPBITHIE MJICHOYHOW 000JIOYKOA.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByroliee BEMIECTBO: MHAATIAMHUI.
Kaxxnas TaGneTka, mOKphITast INIEHOYHOM 000JI0OUKOM, COACPIKUT 2,5 MT MHIAaITaMHIa.

BemecTBa, Hanmu4KMe KOTOPBHIX HAJO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOrO Mpemapara: JIaKTo3a,
Kpacutelb a30pyouH (cM. pazzaen 4.4).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHON 000JI0UKOIA.

Kpyrnbie ABOSKOBBITIYKIIbIE TaOJETKH, TMOKPHITHIE TUICHOYHOH 000704YKOW po30BOrO IBeTa. Ha
MOTIEPEYHOM pa3zpese sIpo OEIOro WM MOYTH 0eoro IBeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxazaHusl K IPUMEHEHHUIO

[Ipenapar Maganamua nokasaH Jyisl JIEUEHUsI apTEPUAIbHONU TUIIEPTEH3UN Y B3POCIIbIX.

4.2. Pesxum 103MpPOBaHUS U CNIOCO0 NPHMMEHEHHUS

PexxuM no3upoBaHusa

ITo 1 Tabnerke 1 pa3 B CyTKH, IPEAMOYTHUTEIBHO yTpoM. [Ipu IedeHNuN MalMeHTOB C apTepUalIbHON
TUIEpTEH3MeN J103a Ipenapara He JOJDKHA MpEBBILATh 2,5 MI B CYTKM (YBEIMUYEHHUE pHUCKa
HEXeIaTeIbHBIX PEaKIui 0€3 YCHICHHS aHTUTUIIEPTEH3UBHOTO Y ekTa).

Oco0ble rpynibl MalueHTOB

J]uua noosicus10co so3pacma

VY NOXKUIBIX MaUCHTOB CJICAYCT KOHTPOJIIMPOBATH COACPIKAHUC KPCATHMHHMHA B IIA3MC KPOBHU C
Y4YETOM BO3pacTa, Macchl Tena u nosa. JlekapcTBeHHbIN npenapar MHaanaMujg MOKHO Ha3HA4vaTh
IIOXKUJIBIM ITallTUCHTaM C HOpMaHBHOﬁ (byHKI_[I/IGI\/'I IIOYCK HJIU TOJBKO C MHHHUMAJIIBHBIMHU €€
HapYLICHUSIMH.

Hab}ueHMbl C NOYEeUHOU HeOOCMAmoO4HOCMbIO

[IpuMeHeHne MPOTUBOIIOKA3aHO MAIMEHTaM C TSDKEJOW MOYeYHOM HEeIOCTaTOYHOCTBIO (KIMPEHC
kpeatuHuHa MeHee 30 wur/muH). TwasuaHble W THUA3HUIOMOAOOHBIC IUYPETHKU B TIOTHOW Mepe
3¢ (}EeKTUBHBI TOJNBKO Yy MAlMEHTOB C HOPMalbHOM (yHKIMEH MOYeK WIM MHHUMAJIbHBIMU €€
HapyILICHUSIMU.

Hauueﬂmbz C NeYeHOYHOoU HedOCMAamo4HOCbIO

[IpruMmeneHre NpOTUBOMOKA3aHO NALUEHTAM C TSKEJION MTE€YEHOYHOM HEIOCTaTOYHOCTHIO.
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Tetn (NOCNEQCBATENEHOCTE 0001)

be3onacHocth ¥ 3G (EKTUBHOCTh TPUMEHEHUs HWHIANaMuza Yy jaerel B Bo3zpacte ot 0 1o 18 mer
Ha I[aHHI:IfI MOMCHT HC YCTAaHOBJICHBI.

Cnoco0 mpuMeHeHus

BuyTps.

4.3. IIpoTuBONOKA3AHUSA

— I'unepyyBCTBUTENBHOCTh K MHAANAMUAY, APYTUM MPOU3BOAHBIM CYIb(OHAMHIA UIH JHOOOMY
U3 BCIIOMOTATENIBHBIX BEIIECTB NIpenapara, yKasaHHbIX B paszzene 6.1;

— TsDKeJas MoyeyHasi HeJOCTaTOYHOCTh (KIMpEeHC KpeaTnHuHa MeHee 30 MiI/MuH);
— TeYeHOYHas SHIIe(aIonaTHs UK TSHKEJI0e HapylieHne GyHKIUN TIeUeHH;
— THUIOKaJINEMUs;

— TMAaIMeHTHI C HETIEPEHOCUMOCTHIO TaJaKTO3bI, TIOJHOM JTAKTAa3HOW HEJ0CTaTOYHOCTHIO, TITFOK030-
raJlakTO3HOU MallbabcopOLuei;

— OepemeHHOCTH (cM. pasnen 4.6);
— JIeTCKHI BO3pacT 1o 18 jer.

KomOuHnanmu ¢ npenapaTaMu JIMTUS HE PEKOMEHIYIOTCSL K IPUMEHEeHUIo (cM. paszen 4.5).
4.4. OcoOble ykazaHusl U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKXHOCTBIO

— Hapymenust GpyHKIMH IEYSHN U TTOYEK JICTKOW WM YMEPEHHOW CTEIeHU TSIKECTH;

— HapyUIeHHs BOJHO-3JIEKTPOJIUTHOTO OaaHca;

— TMPUMEHEHHE Yy MAIMEeHTOB ¢ yBenudeHHBIM nHTepBajioM QT Ha snexrpokapauorpamme (OKT);
— MPUMEHEHHE Y UCTOIEHHBIX NAI[UEHTOB;

— MpPUMEHEHHE Yy MAIMEHTOB, MOJIYYaIOIUX OJHOBPEMEHHYIO TEpaIluio C MpenaparaMu, KOTOpbIe
MOT'yT yBeIU4YuBaTh HHTEpBaI QT;

— CcodYeTaHHas Tepamnus JeKapCTBEHHBIMH INpenapaTaMy, CIOCOOHBIMH BBI3BATh IOJMMOPQHYIO
KEITyJOUKOBYIO TAXUKAPJUIO THIA «IIUPYIT» (CM. pa3zen 4.5);

— codYeTaHHas Teparus npenapaTaMmu JUTus (cM. paszaen 4.5);

— CcoueTaHHas Tepamnus JEKapCTBEHHBIMU TperapaTaMu, CIIOCOOHBIMH BBI3BIBATH TUMIOKATHEMHUIO
WJIU CEpJIEYHBIMU TTUKO3UAaMHU (CM. pazaen 4.5);

— mepudepuIeCKrue OTEKH WU ACIINT;
— wWIeMuueckas 00JIe3Hb cepna;

— ceplevyHasi HeJIOCTaTOYHOCTh;

— THIepIapaTupeos;

— caxapHblif Tuaber;

— THUNEPYpUKEMHS,

— mojarpa.
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Oco0ble yKa3zaHus

MY OTYETY

Hapywenusa ¢pynxkyuu nevenu

HpI/I Ha3zHA4YCHUU THUA3UAHBIX H TI/IaBI/I,Z[OHO,Z[O6HBIX ANYPCTUKOB Yy IMMAIIUCHTOB C HApPYUICHUSAMU
GyHKIMHM TIeYeHU, OCOOCHHO B Ciydae HApYIICHHUS BOJHO-DJICKTPOJIMTHOrO OajlaHca, BO3MOXKHO
pa3BUTHE TIEYCHOYHOH SHIEATIONATHH, KOTOPas MOXKET MPOrPEecCUPOBATh 0 MEYECHOYHOW KOMBEI.
B aTOM ciiyyae mpueM AMypETHKOB CIeyeT HEMEUIEHHO TPEKPATHTb.

Peaxyuu ¢pomouyscmeumenvrnocmu

Coob1anocs 0 citydasix pa3BUTHUS peakluil (OTOUYBCTBUTEIBHOCTH Ha (JOHE MpUeMa THA3UIHBIX U
THA3UAONONO0HBIX  AMypeTHKOB (cM. pasgen 4.8). B ciaydae pa3BuUTus — peakiuid
(OTOUYBCTBUTEJIBHOCTH Ha (JOHE MpHEMa JICKapCTBEHHOI'O Npenapara peKOMEHYeTCsl IPEKpaTUTh
neueHue. Eciay MOBTOpHOE Ha3HAUYEHUE TUYPETUKA MPU3HAHO HEOOXOIUMBIM, PEKOMEHIYETCS
3alMIATh OTKPBITHIE YYAaCTKH OT COJHEYHBIX Jy4ed WM HCKYCCTBEHHBIX YJIBTPa(UOJIETOBBIX
ayuel Thna A.

Boono-snekmponumnwiii 6ananc

Cooepoicanue uOHO8 HAMPUS 8 NAA3ME KPOBU

Jlo Hayasna jedeHus: HeoOXOIMMO OTPEACTUTh KOHIICHTPAIIMI0 HOHOB HATpHs B Tuta3mMe KpoBu. Ha
doHEe mpHema Tpenapara CIeIyeT PErylspHO KOHTPOJHUPOBATH ATOT MOKazaTelb. HeoOxomum
MOCTOSIHHBIM KOHTPOJIb KOHIIEHTpPAIlMM HMOHOB HATPHs, TaK KaK IEPBOHAYAIBHO CHIDKEHHE
KOHIIEHTPAllUM WOHOB HATpUs B IUIa3Me€ KPOBU MOXKET OBITh OecCHMNTOMHBIM. boiee dacThlii
KOHTPOJIb KOHIICHTpAIlMM WOHOB HATPHs TMOKa3aH MaIleHTaM C IUPPO30M IEYCHH U JIUIaM
MOKUIIOTO Bo3pacTa (cM. pasnensl 4.8 u 4.9).

JIro6oii nuypeTnueckuii mpemnapaT MOXKET BBI3bIBATH THIOHATPHUEMMIO, NMPUBOMASIIYIO HHOT/AA K
KpaliHEe TSKEIBIM MOCIIEACTBUSIM.

['unonaTpueMuss B COYETaHUU C THUIOBOJIEMUEH MOTYT OBITh MPUUYMHON 00E€3BOKHUBAHUS H
OPTOCTATUYECKOW TMIIOTEH3UH.

ComyTcTByIOIIEee CHIDKEHHE KOHIICHTPAIIMA MOHOB XJIOpa B IIa3Me KPOBH MOXKET NPUBOJAUTH K
BTOPUYHOMY KOMIICHCATOPHOMY MeTa6OJII/I‘IeCKOMy AJIKaJIo3y: 4YacCTOoTa pa3BUTHA U CTCICHb
BBIPOKEHHOCTH 3TOTO 3 (HeKTa HE3HAUYNTETbHBI.

Cooepoicarue UOHO8 KAus 8 NIa3mMe KDOsU

[Ipu Tepanuu THA3UAHBIMU U THA3UA0NOJOOHBIMH JUYPETHKAMH OCHOBHOW PHUCK 3aKIJIIOYAECTCS B
CHUKEHUU KOHLIEHTpAIMU Kaliusg B IJIJa3ME€ KPOBH M PA3BUTUU THMNOKAIMEMHH. | HIokamueMus
MOJKET BBI3bIBaTh MbIIIEYHbIE HapyieHus. CoobIanock o ciydasx paboMHOIN3a, B OCHOBHOM Ha
doHe TsDKENOW THUMOKamueMuu. HeoOXoawmMmo TpenoTBpamiaTh pPa3BUTHE TUMOKATHEMUU
(<3.,4 MMoONB/1T) y TAIMEHTOB TPYIIbI IOBBIIIEHHOTO PHUCKA: MAlMEHTOB MOXKUJIOTO BO3pacTa,
UCTONIEHHBIX W/WIM TIONYYaIOIUX COYETAHHYI0 MEIUKAMEHTO3HYIO TEpamuio, MalUeHTOB C
LUPPO30M TeUeHH, NepudepuueckuMi 0OTEeKaMH U aClIUTOM, MAllMeHTOB C HIIEMHUYECKOH 00JIe3HBI0
cepaua M CEpACYHON HENOCTAaTOYHOCThIO. [HMmokammemMuss y OSTUX MALUEHTOB YCHJIMBAET
KapAMOTOKCUYHOCThH CEPJCUHBIX TJIMKO3UIOB U MOBBIIMIAET PUCK Pa3BUTUS apuTMuU. [lanueHTsI ¢
yBenu4deHHbIM uHTepBaioM QT, kak BpOKJIEHHBIM, TaK u BBI3BaHHBIM JIEKapCTBEHHBIMU
npernapaTamu, OTHOCATCS K TPYIIIE PUCKa.

I'umokanuemusi, Takxke, Kak U OpaguKapAus, SIBISETCS COCTOSHUEM, CIIOCOOCTBYIOIIUM Pa3BUTHIO
TSKEJIONW apUTMHUM, B YaCTHOCTH, IMOJMMOP(HON >KETyAOYKOBOM TaXWKapAuUU TUMA IIHPYITH,
KOTOpasi MOKET MPUBOAUTH K JIETAITBHOMY HUCXOTY.

Bo Bcex onucaHHBIX BbIIIE ClIydasiX HEOOXOAUMO KOHTPOJIUPOBATh KOHLIEHTPALUIO KaJIKs B IIa3Me
KpoBH, Ooiee vacTo, yeM oObIYHO. [lepBoe M3MepeHue KOHLEHTpAIlMM WOHOB Kalus B KPOBU
HE00XO0AMMO MTPOBECTH B TEUCHHE NIEPBOI HEAETH OT Hayaja JeUeHHUs.

3
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HU3KON KOHIIEHTpAIlMel MarHus B CHIBOPOTKE KPOBU, MOKET OBITh YCTOWYMBOW K JICUCHHUIO, TIOKA
He OyIeT CKOPPEKTUPOBAH YPOBEHb MarHUs B CBIBOPOTKE KPOBH.

CO()@DJ!CCZHM@ MACHUA 8 niasme Kpoeu

bbuto TOKa3zaHO, YTO THA3WAHBIE M THA3UAONOMOOHBIE JWYPETUKH, BKJIIOYAs WHIAMIAMUT,
YBEIUYUBAIOT YKCKPEIMIO MarHUsi C MOYOM, YTO MOXET MPUBECTU K TUTIOMAarHUEMUHU (CM. pa3zeiibl
4.5u4.).

Codepafcanue KAlbYUuA 6 niasme Kposu

TI/Ia3HI[HBIe )41 TI/IaBI/I,Z[OHOI[OGHBIe ANYPCTUKU MOT'YT YMCHBIIATH BBIBCACHUC KaJIbLUSA IMOYKAMU U
MPHUBOANTH K HE3HAUUTEILHOMY M BPEMEHHOMY TOBBINICHHIO KOHIEHTPAIIMUA KaJblUs B IUIa3Me
KpOBH. Hctunnasa THIICPKAIBbIUCMUS MOIKET GBITB CJICACTBUCM PAHCC HC AWMArHOCTUPOBAHHOI'O
THITePIIapaTupeo3a.

Crenyer mNpekpaTUTh NpPUEM JTUYPETUYECKHX IPErapaTroB IEpel] HCCleAOBaHUEM (YHKIHUU
MapaluTOBUIAHBIX JKEJIE3.

Coc)epofcanue 2/I0OKO3bl 6 njiasme Kposu

BaxHo KOHTpOJIMPOBAaTh KOHIIEHTPAIMIO TIIOKO3bI B KPOBH y MAIlMEHTOB C CaxapHbIM AHA0ETOM,
0COOCHHO TPU HATMYUU TUTTOKATHEMUH.

Mouesas xucioma
VY nanueHToB ¢ TUIEPYPUKEMHUEH MOXKET YBEJIIMUUBATHCS PUCK PA3BUTHS MPUCTYIIOB MOIArPhI.
Jluypemuueckue npenapamol u QyHKYUs nowex

Tuazunuble ¥ THA3UAONOAO0HBIE TUYPETUKH S((PEKTUBHBI B IOJIHOM MEpe TOJIBKO y MAIlMEHTOB C
HOPMAJIbHOW WJIM HE3HAYWUTEIBHO HapyleHHOW (yHKIueH moyek (coiep)kaHWe KpeaTWHHWHA B
IUIa3Me€ KPOBU Yy B3POCHBIX JHI HIKE 25 Mr/a wian 220 MKMONB/1). Y MalMEHTOB MOXHIIOTO
BO3pacTa HOPMaJIbHBIM YPOBEHb KpeaTHHHHA B IUIa3M€ KPOBU PACCUUTHIBAIOT C YYETOM BO3pacTa,
Macchl TeNa U 1oJa.

Crnemyer yuyuTHIBaTh, YTO B Hayajle JICUCHHWS Yy MAIMEHTOB MOXET HAOJIOJAaThCSl CHIDKEHHE
CKOpPOCTH KJIIYOOYKOBOH (pMIIbTpaluu, 00yCIIOBIEHHOE TMIIOBOJIEMHEH, KOTOpasi, B CBOIO OYepeib,
BBI3BaHA IOTEpel BOJBI M HMOHOB HATpUs Ha (oHE MpHeMa AMypeTHdecKux mpenaparoB. Kak
CIIEZICTBUE, B TUIa3M€ KPOBH MOJKET YBEIMUYUBATHCA KOHICHTpAlMs MOUYEBHUHBI M KpEaTHHHHA.
Takas TpaH3uTOpHast (pyHKIMOHANBHAs IOYEYHAsl HEJAOCTATOYHOCTh HE HMMEET KIMHHYECKOTO
3HAYCHUs Yy TMAIMEHTOB C HOPMAIbHOM (YHKIMEH IOYeK, OJHAKO MOXKET YCYI'YONsiTh YKe
MMEBIIYIOCS 1O Havyaja JEYSHUS MOYCUHYI0 HEJOCTATOYHOCTb.

CnopmcmeHnul

CnoprcMmeHaMm cienyeT oOpaTUTh BHMMAaHUE Ha TO, YTO JAEHUCTBYIOILIEE BEIIECTBO, BXOAALIEE B
COCTaB JIEKapCTBEHHOT'O npenapara MupanaMua, MoXXeT AaBaTh MOJOXKHUTENBHBIM pe3yapTaT MpuU
IIPOBEJICHUU JTOIUHT-KOHTPOJIA.

XOpMOM()CZJZbelI:Z 8blnom, ocmpasli MUONUAL U 6MOPUHHAA 3AKPbIMOY20/IbHAA CN1AYKOMA

CynbdoHaMuabl HUIM HUX HOPOU3BOJHBIE MOTYT BBI3BIBATh HIMOCHHKPA3MUYECKYIO PEaKIHIo,
INPUBOASAIIYI0O K Pa3BUTHIO XOPHOHIAIBHOTO BBINNOTA C JAe()EKTOM IO 3pEHHs, MPexXoJsIien
MHUOMHH M OCTPOM 3aKpBITOYTOJIbHOM TIJayKoMbl. CHMIITOMBI BKIIIOUAIOT CHUKEHHE OCTPOTHI
3peHust Ui 00Jb B I1a3aX ¢ OCTPHIM HA4allOM U OOBIYHO BO3HUKAIOT B TEUCHHE HECKOJIBKHUX YacOB
WJIM HEJeNb MoCcJie Havajia mpueMa mnpemnapara.

[Tpu OTCYTCTBHMHM JIEUEHHUSI OCTpasi 3aKPHITOYTOJIbHAS IJIayKOMa MOXXET NMPUBECTH K HEoOpaTumon
notepe 3peHus. HauanbHas Tepanus 3akil04aeTcsi B MAKCUMAJIbBHO OBICTPOM OTMEHE Mpenapara.
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_NNEPTHOMY OTYETY

MEIMKAaMEHTO3HOE JICUEHUE WIM XUPYPru4eckoe BMemaTenbcTBo. dakTopamu pucka paSBI/ITI/Iﬂ
OCTpPOIl 3aKPBITOYTOJILHON TIIayKOMBI MOT'YT OBITh aJUIEPTUYECKHE PEaKIK Ha CYIb()OHAMUIBI WIH
IEHULIWIJIMH B aHaMHE3e€.

BcnoMorareanHble BEIIECTBA

[Ipemapat MHmanaMua COEPIKUT JIAKTO3Y, MOATOMY IpernapaT He ClIeyeT MPUHUMATh MallieHTaM
C peAKO BCTpPEYAIOIICWCS HACIEICTBEHHOW HEMEPEHOCUMOCTBIO TalaKTO3bl, JIAKTa3HOU
HEJIOCTAaTOYHOCTHIO MJTH TIFOK030-TaJaKTO3HOW MajbaOCcopOIuei.

[Mpemapar WMupamamMug CONEPKUT KpacUTENb a30pyOWH, JAaHHOE BEHIECTBO MOXKET BBI3BIBATH
aJUIEpPrAYECKUe PEaKkUH.

4.5. B3aumopeiicTBHMe ¢ [PYTHMH JeKApPCTBeHHbIMHM IIpenaparaMd M Jpyrue BHABI
B3aNMMOJAEHCTBUSA

KoMOunammu, He PEKOMCHAYEMBIC K ITPUMCHCHHUIO

IIpenapamol iumust

[Ipy onHOBpEeMEHHOM MPUMEHEHUM HWHJANAMHUJIAa W TMpenapaTroB JIUTUA, TaKXKe, Kak U MpH
co0roieHnH 6eccoIeBON JUEThI, MOXKET HaOII0AaThCs MOBBIIICHHE KOHLIEHTPALUY JIUTHS B IJIa3Me
KPOBU BCIIEJICTBUE CHIXKEHHS €ro HKCKPEIUHU, COMPOBOXKIAIOIIEECS TMOSIBICHUEM MPU3HAKOB
nepeno3upoBku. [Ipn HEOOXOAUMOCTH TUypEeTHYECKHE IMpernapaThl MOTYT OBITh HCIOJIB30BaHbI B
COUETAaHUHU C MpernapaTaMu JIUTUSL, TPU STOM CIEAYET TIIATEIbHO KOHTPOIUPOBATH KOHLIEHTPAIUIO
JUTHS B IJIa3M€ KPOBU M COOTBETCTBYIOIIMM 00pa3oM Moa0upath 103y Ipernapara.

KoMmbOuHammu, tTpedyrolue npeaocTopOKHOCTH

Jlexapcmeennvle npenapamsi, cnHOCOOHbIE 6b136AMb NOIUMOPPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO
MUNA «RUPYIMy, GKII0UAS, HO He 02PAHUYUBAACD:

® AHTHAPUTMUYECKHE JICKApCTBEHHbIC mpemaparbl [A  kimacca (Hampumep, XWHUMH,
TUAPOXUHUANH, Tu3onupamul, npokanHamun) u IC kmacca (hraekanHuy);

e aHTHApUTMMUECKHE JIeKapcTBeHHbIE npenapatsl I kimacca (Hanpumep, aMHOIapOH, COTAJOI,
nodeTunua, nOyTUiInI, OpeTUIus TO3UIaT, IPOHEIAPOH);

®  HEUPOJICNTUKHU:

— (QeHoTHa3uHBI (HampUMep, XJIOPHPOMA3HH, IIMaMEMa3uH, JEBOMENPOMAa3HH, THOPUIA3HH,
Tpudayonepasut, piayhenasun);

— OeH3zamuabl (HampuUMeEp, aMUCYIIBIIPHI, CYJIBTONPHU, CYTBITUPHU, THATIPUL);
— OytupodeHOHBI (HapuMep, IPOTICPU IO, TATOTIEPUIO0N);
— Jpyrue HeHUpoJenTUuku (HarpuMmep, MUMO3HUI, CEPTUHION);

®  AHTHJENPECCAHTHI: TPULUKINYECKUE aHTUACTIPECCAHTBI, CEJIEKTUBHbIE NHTMOUTOPBI 0OPaTHOTO
3axBaTa CEPOTOHMHA (LIUTAIOpaM, SCLUTAIONPaM);

e aHTHOaKTEepUalbHBIE CpencTBa: (DTOPXHHOJOHBI  (JIEBO(MIOKCAIMH, MOKCH(]IOKCAIHH,
cnapdokcanut, TUNPOQIIOKCAIMH); MaKpOJHUIbl (3PUTPOMHUIIMH TP  BHYTPUBECHHOM
BBEJICHUH, A3UTPOMUIINH, KJIIAPUTPOMUIIMH, POKCUTPOMHULIMH, CIIUPAMULIMH), KO-TPUMOKCA30J1;

® TPOTHBOTPHUOKOBBIC CpEICTBA psga a30J0B (BOPUKOHA30Jl, HMTPAKOHA30JI, KETOKOHA3OIl,
baykoHa3o);

®  IPOTHBOMAISPHIHBIEC CPEICTBA (XUHUH, XJIOPOXUH, ME(QIIOXUH, ralopaHTpuH, IyMe(aHTpUH);
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®  aHTHAHTHHAJIbHbIE CPEICTBA (pPaHOJA3UH, OCTIPUIIL);

® IPOTHUBOOMYXOJEBBIE NMpenapaThl ¥ UMMYHOMOAYISATOPHI (BaHIAETAaHUO, MBILIbSIKA TPUOKCHI,
OKCAJIUIIJIATHH, TAKPOJIUMYC, aHATPEITU);

®  TIPOTHBOPBOTHBIE CPE/CTBA (OHIAHCETPOH);
®  CpE/ICTBa, BIUAIOLINE HA MOTOPHKY JKETyJOYHO-KUIIEYHOTO TpaKTa (I[U3anpui, JOMIIEPUIOH);
®  AHTUTHUCTaMHUHHBIE CPEJICTBA (ACTEeMHU30I, TepheHaIuH, MU30JIACTHH);

® [poyMe aKTUBHBIC BEIIECTBA: HAlpUMEp, IEHTAMHUIUH, AW(EeMaHW], BUHKAMHH IpU
BHYTPHBEHHOM BBEJICHUH, Ba30IPECCHH, TEPIMIIPECCHUH, KETaHCEPUH, MPOOYKOI, mpornodod,
ceBo(IypaH, TEPOJMINH, LIUIOCTA30]1, METaJ0H, aCTEMH30J1, Tep(eHaaHH.

[ToBbIlIeHNEe pUCKa Pa3BUTHS HKETYAOUYKOBBIX apUTMUN, 0COOEHHO MOJMMOPGHON KEITyT0UKOBOU
TaxXUKapJIUU TUTIA «ITHPYIT» ((HaKTOp PUCKA — TUITOKATUEMHS ).

Ilepen Ha3HayeHHeM KOMOWHUPOBAaHHON Tepanuyd WHAANAMHJIOM W YKa3aHHBIMH  BBIIIE
npernapaTamMu CJIe€IyeT MPOBECTH HCCIEOBAHUE C IIEJIbI0 BBISBICHUS TUIMOKAIUEMHH U IPH
HEOOXOIMMOCTH TIPOBECTH KOpPpeKiuioo. HeoOXoauMm KOHTPOIb KIMHHYECKOTO COCTOSTHHUS
MaIMEHTa, KOHTPOJb YPOBHS 3JIEKTPOJIUTOB IIa3Mbl KpOBH, mokazateneit DKI'.

Y mnanWeHToB C THUMNOKATMEMHUEH HEOOXOAMMO MPUMEHSTh Tpenaparbl, HE BBI3BIBAIOIINE
MOJIMMOP(PHYIO KENYyT0UKOBYIO TAXUKAPAUIO TUIIA «ITUPYIT».

Hecmepouonvie npomusosocnanumenvhvle npenapamol (Npu CUCMEMHOM HA3HAYEHUU), BKIHOUAS
cenekmusHvie uHeUOUMoOpvl yuriookcueenasvl-2 (LJOI-2), evicokue 003bl ayemuacaluyuiosorl
Kuciomol (> 3 o/cymxu)

Bo3MoxxHO cHIDKEHHE AHTUTUIICPTCH3NMBHOI'O I[GﬁCTBHH nHaarnamMuaa.

VY 00€3BOKEHHBIX MMAIMEHTOB CYLIECTBYET PUCK DPAa3BUTHUSA OCTPOM MOYEYHOW HEJOCTATOYHOCTHU
BCJIEJICTBHE CHMKEHMsI KIyOO4YKoBOM (uubTpanuu. IlanmeHTaM HEOOXOOUMO KOMIIEHCHPOBATH
MOTEPIO KUAKOCTH U B Ha4aJle JICUEHUS TIIATEIbHO KOHTPOIUPOBATh (PYHKIIUIO TTOYEK.

Hneubumopuol aneuomensun-npespawarouieco pepmenma (AI1D)

Haznauenue unru6uropo AIID mamueHTaM ¢ M3HAYAJIBHO CHMIKEHHOM KOHILIEHTpAIMeld HOHOB
HaTpusi B KPOBH COIPOBOXKJIAETCS PUCKOM BHE3AIMHOW apTepHATbHOW THIOTEH3UW W/WIU OCTPOM
[IOYE€YHON HEAOCTATOYHOCTH (B YaCTHOCTH, MALIMEHTAaM CO CTEHO30M ITOUYE€YHON apTEepun).

[Tatmentam ¢ apmepuanvhoii  cunepmeHnsuerd W BO3MOXHO  CHM)XKEHHOM, BCJIEICTBHUE
MPEANIECTBYIOIETO MpPUEMa JTUYPETUKOB, KOHIIEHTpAlMel HMOHOB HATpHsl B IUIa3ME€ KPOBHU
HEe00XO0INMO:

e 3a 3 gHA A0 Havanma JeueHuss uHruouropom AIID mpekpaTuth npuemM auyperuka. B
JambHEeWIeM, MpH HEOOXOJUMOCTH, IPHEM HEKaIMHCOeperalomero IUypeTuka MOXKHO
BO300HOBUTE;

® WM HayWHATH Tepamuto UHruOuTopom AIID ¢ HU3KHX 1103, C MOCIEAYIOUIUM IMOCTETICHHBIM
YBEIMYEHUEM JI03BI B CITydae HEOOXOIUMOCTH.

IIpu xponuueckoii cepoeunoii Hedocmamoynocmu nedenue wuHruouropamu AllD crenyer
HAaYMHATh C CaMbIX HHU3KUX [J03 C BO3MOXHBIM MpPEIBAPUTEIbHBIM CHI)KCHHEM 703
HeKanuiicoeperaromero IMypeTrka.

Bo ecex cnyuasx B mepBbie Henenu mnpuemMa HUHruOuTOpoB AIID y marueHTOB HE0OXOAMMO
KOHTPOJHUPOBATH (DYHKIIMIO MMOYEK (KOHLIEHTPAIMIO KpEaTUHNHA B IJ1a3Me KPOBH).
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(CMEPTHOMY OTYETY

88€0€HUs), 2NIOKO- U MUHEPATOKOPMUKOUObL (NpU CUCMEMHOM HNPUMEHEHUU), MempaKo3aKmuo,
crabumenvhbie cpedCcmsd, CMUMYIUPYIOuUe MOMOPUKY KUUEUHUKA

YBenuueHne prcKa pa3BUTHS TUITOKATMEMHH (aAUTUBHBIN 3P (DEKT).

Heo0xo1uM MOCTOSIHHBIN KOHTPOJIb KOHIICHTPAIMH Kalus B TUIa3Me KPOBH, IIPU HEOOXOJAUMOCTH —
ee koppekiusi. Ocoboe BHHMaHUE CIEAyeT yIEesATh MallMeHTaM, OJHOBPEMEHHO MOIY4aroIluM
CepJcYHbIE  TIHKO3UABl. PEeKOMEHIyeTcs  WCIOJIb30BaTh  ClIAOWUTENbHBIE  CpPEACTBA, HE
CTUMYJIUPYIOLIUE MOTOPUKY KHUILIEYHUKA.

baxnogen
OTMeuaeTcsl yCHIICHHE aHTUTUIIEPTEH3UBHOTO Y deKTa.

[TarueHTaM HEOOXOJUMO KOMIIEHCHPOBATH TOTEPIO KHJIKOCTH W B Hadaje JICYCHHUS TIIATEIHHO
KOHTPOJIMPOBATh PYHKIIHIO MTOYEK.

Cepoeunbie enuKo3uovl

['unokanuemMus W/Uay TUMOMarHueMHsi MOKET CIIPOBOLIMPOBATH YCUJIEHHE TOKCHUYECKUX () (eKToB
CEpJICYHBIX MTUKO3UJIOB.

[Ipy OAHOBpEMEHHOM NPUMEHEHUM HWHJANAMUJAa W CEpPACYHBIX TIVIMKO3UIOB  CJIEAYeT
KOHTPOJIUPOBATh KOHILIGHTPALMIO Kajusi M MarHusi B Iiazme KpoBH, mokazarenu OKI', u, mpu
HE00XO0IMMOCTH, KOPPEKTUPOBATH TEPAIIHUIO.

KombOunammu, tpedyromme 0co00ro BHUMaHUs

Annonypunon

CoBMecTHOE NPUMEHEHHWE C HWHJAMAMUJIOM MOXKET TOBBIIATH PHUCK PAa3BUTUS PEaKLHM
TUIEePYYBCTBUTEIBHOCTH IIPU JICUEHUH AJIJIONYPUHOJIOM.

KoMOunanmu TDGGVIOH_II/IG BHHUMAHUA

Kanuiicoepezarowue ouypemuxu (amunopuo, CRUpoOHOIAKMOH, MPUaAMmepeH)

KomOuHupoBaHHas Tepanusi HHAAAMHUIOM U KalMicOeperaromuMi THypeTUKaMu 1ieJecoo0pasHa
Yy HEKOTOPBIX IMaleHTOB, OJHAKO TMPH OSTOM HE HCKIOYAeTCS BO3MOXHOCTh Pa3BUTHS
THIOKAJIMEMUH UJIA TUIICPKAIITMCMUN (OCOGGHHO Y NalfuCHTOB C MIOYE€YHOU HEAOCTAaTOYHOCTHIO HUJIU
y TIAIMEHTOB C CaXapHbIM AHA0ETOM).

Heo0XxoauMo KOHTPONMpPOBAaTh ypPOBEHb Kanusg B IUIa3Me KpoBH, mnokazatenu OKI' u, mpu
HE00XO0AUMOCTH, KOPPEKTUPOBATh TEPAIHIO.

Memdpopmun

@OyHKIMOHANBHA IOYEYHas HEJO0CTaTOYHOCThb, KOTOpas MOXKET BO3HHMKaThb Ha ()OHE IpHeMa
JIMYPETUKOB, OCOOCHHO TETJEBBIX, MOBBIIMIACT PUCK PAa3BUTHUS HHAYIIMPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHUCIIOTO alua03a.

He cnenyer wucnonb3oBath MeET(HOPMHUH, €CIIM YypPOBEHb KpEaTHMHHWHA TWpeBbIIaeT 15 Mr/n
(135 mxMonb/m) y my>kuuH 1 12 Mr/a (110 MKMOJTB/JT) y KEHIITHH.

Hoocooepacawue konmpacmmuole sewecmed

B cnysae o0e3BokuMBaHMsS ~opraHu3Ma Ha (oHE TmpueMa JUYPEeTUYECKUX IpernapaToB
YBEIIMYMBAETCS PUCK PA3BUTHA OCTPOH TOYEYHOW HEIOCTATOYHOCTH, OCOOCHHO IIpH
MCIOJIb30BaHUHU BBICOKHX J03 HOACOAEpKAIIUX KOHTPACTHBIX BEILIECTB.

Ilepen mnpuMeHeHHEM HOJCOAEPKAIIMX KOHTPACTHBIX BEIIECTB MAIMEHTaM HEo0XO0JIUMO
KOMIIEHCUPOBATH IIOTEPIO KUIKOCTH.

Tpuuumuqecmte anmuc)enpeccaHmbl, HeﬁpOﬂenmuKu
7
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addexr).
Kanvyuti (conu)

HpI/I OIHOBPEMCHHOM IIPUMEHCHUHU BO3MOXXHO Pa3sBUTUC THIICPKAIBIIUEMHNU BCICACTBUC CHUXKCHUA
BBIBCACHWSA NOHOB KaJIbIIMUA ITIOYKaAMH.

Luxnocnopun, maxponumyc

Bo3MokHO yBenWuYeHHWE KOHIIGHTpAIlMM KpEeaTMHWHAa B IUTa3Me KpPOBU 0€3 HM3MEHCHHS
KOHIEHTPALUU IUPKYIUPYIOIIET0 HUKIOCIOPHHA, Aa)Ke MpPU OTCYTCTBHH IMOTEPU BOJABI U MOHOB
HATpPHSL.

Kopmuxocmepouounsie npenapamul, mempaxo3zaxkmuo (npu cucmemHoM npumMeHeHun)
CHIKeHNEe aHTUTHIICPTECH3UBHOTO NEHCTBUsS (3aJepKKa BOJABI M HOHOB HATPUS B PE3yibTare

NEHCTBHS KOPTUKOCTEPOUJIOB).

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JIAKTALMUSA

bepemeHHOCTH

B HaCTO}IH_II/Iﬁ MOMCHT HCET AOCTATOYHOI'0 KOJIMYCCTBA NAHHBIX O MPUMCHCHHWU HWHIAAIlaMHIa BO
BpeMs 6epemeHHOCTH (onrcano menee 300 cirydaes).

JlnuTenpHOE TNpPUMEHEHHE THA3uAHBIX JuypeTukoB B III TpumecTtpe OepeMEHHOCTH MOXKET
BBI3bIBAaTh TMIIOBOJIEMHIO Y MAaTe€pM U CHW)KCHHME MAaTOYHO-IUIALIEHTAPHOTO KpPOBOTOKA, 4YTO
MPUBOAUT K (PETOIUIAIICHTAPHON MIIEMHH U 3a/IeP>KKE Pa3BUTHUS IO,

HccnenoBanust Ha )KUBOTHBIX HE BBISIBHIIIHM MPSIMOTO MIJIM HETIPSIMOTO TOKCHYECKOTO BO3/ICHCTBUS Ha
PENPOIYKTUBHYIO (PYHKIIHUIO.

B kadecTBe Mephl NMpPEAOCTOPOKHOCTH PEKOMEHAyeTcsl u30eraTh NMPUMEHEHHUS WHAANaMHIa BO
BpeMsi OEpEMEHHOCTH.

JlakTamus

JIaHHBIX O MPOHWKHOBEHUHW WHJANAaMHUIAa WM €ro METaboNHMTOB B TPYAHOE MOJIOKO Yy YelOBEKa
HEJI0CTaTOYHO.

Y HOBOPOXIEHHOTO MOXKET PAa3BUTHCS TMOBBIIICHHAS] YYBCTBUTEIBHOCTh K IMPOU3BOJHBIM
cynb(poHaMHIa ¥ TUTTOKAIUEMHSI. B CBSI3U ¢ 3TUM, PUCK JIJIT HOBOPOXKJIEHHOTO/MIIAZCHIIA HE MOXKET
ObITh HcKItOueH. MHpamamug ONM30K K THA3UIHBIM JIUYPETHUKAM, MPUEM KOTOPHIX BBI3BIBAET
YMEHBIIEHNE KOJIMYECTBA IPYTHOTO MOJIOKA WJIU Ja)Ke MOAAaBICHUE JIAKTAILlUH.

HpI/IMeHeHI/IG HHOanaMu/a B Iepuoa rpyaHoro BCKapMJiMBaHUd HE pCKOMCHAYCTCA.

DepTUILHOCTD

UccnepoBanusi penpoayKTUBHOW TOKCHYHOCTH HWHJANaMUJla MOKAa3ald OTCYTCTBUE BIUSHHS Ha
(bepTUILHOCTD CAMOK M CAMIIOB KPBIC.

[IpenmnonoxuTensbHO, BIUSHUE Ha (PEPTUILHOCTD Y YEJIOBEKa OTCYTCTBYET.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJSATH TPAHCIHOPTHBIMH CpeACTBAMH H PpadoraTrh ¢
MeXaHN3MaMu

Wupanamun He BIMSET HA HapylIEHHWE BHUMAaHHSA, HO B HEKOTOPBIX CIIydyasxX MOTYT BO3HUKATb
peaKiuu, CBA3aHHBIE CO CHHKCHHEM apTepUaIbHOrO JABJICHHs, OCOOCHHO B Hadaje Tepamuu WIH
npu 100aBIE€HUU K MPOBOAMMOM Tepamuu APYruX TUIOTEH3UBHBIX IpernapaToB. B pesymnbrare
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HapyIIeHa.

4.8. HexxennaTesbHbIE peakuu

Pesrome nmpoduing 6e30macHOCTH

HaubGonee dYacThiIMu HEXENAaTEIbHBIMU pPEAKIMSAMH, O KOTOPHIX COOOIIANOCh, OBLIH:
TUIIOKAJIMEMUS], PEaKIUN TIOBBIIICHHONH YYBCTBUTCILHOCTH, B OCHOBHOM JIEPMATOJIOTHYECKUE, Y
MAIMEHTOB C MPEAPACIOI0KEHHOCTHIO K JIEPTHYECKUM U aCTMAaTHYECKHM PEaKIUsIM, a TaKxKe
MaKyJIonanyJje3Has ChIIlb.

Tabauunoe pE3IOME HEXKENNaTelIbHBIX PEaKITUM

YacToTa HEKENATCIbHBIX PEaKIHi, KOTOPhIC OBLIM OTMEUYCHBI BO BPEMs TEPAIllMU MHIAIIAMHUIOM,
MpUBEACHA B BUJAE CIeAyIOled rpaganuu: odeHb dacto (>1/10); gwacto (>1/100, mo <1/10);
Hewyacto (>1/1 000, vHo <1/100); penxo (>1/10 000, mo <1/1 000); ouenp pemko (<1/10 000);
9YacTOTa HEM3BECTHA (HA OCHOBAHUHU MMEIOIIUXCS TaHHBIX OI[CHUTH HEBO3MOXKHO).

MedDRA He:kenareabHble peakmuun YacroTa
Kuaaccsl U cucTemMbl Opranon
Hapymenust co cTopoHbl KpoBH | ATpaHyJIOLMTO3 OueHb peako
H TUMGATHIECKOH CHCTEMEI Annactruueckas aHeMUS Ouensb peako
I'emonuTH4yeckas aHeMU OueHb peako
JlelikoneHus OueHb peako
TpombonuToneHus Ouenb peako
Hapymenust metabonusma u [MunepkanpuyeMust OueHb peako
fTams Mmnoxanuemust (cm. pazaen 4.4) Yacro
['mnonarpuemust (cM. pazaen 4.4) Heuwacro
I'noxnopemus Penko
I'unomarauemus Penko
Hapymenust co ctoponsl Bepturo Penko
HEPBHOI CHCTEMBI [ToBbIlIEHHAST YTOMIIIEMOCTh Penko
T'osoBHas 6ob Penxo
ITapecre3us Penko
O6mopok Yacrora HEM3BeCTHA
Hapymenust co ctoponsl Muonust YacToTa HEM3BECTHA
opratia speHui Heuetkoe 3penue YacToTa HEeM3BeCTHA
Hapymenue 3penns YacToTa HEM3BECTHA
OcTtpas 3aKkpbITOyrojibHas riiaykoma | Yactora HeM3BeCTHA
XOpHOUIaIbHbIN BBIIOT YacToTa HEU3BECTHA
Hapyienust co cTopoHsl Aputmus Ouenb peako
cepata [Tomumopdras xemyaoukoBas YacToTa HEM3BECTHA

9
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MedDRA Hesxeaarenbhble peakmmin —— - “"acrora~ " |
Kuaaccsl U cucTemMbl Opranon
TaxuKapaus TUIIA «[THPYIT»
(MOTEHLMAJIBHO C JIETAJIbHBIM
ncxoa0M) (cM. pasnensl 4.4 u
4.5)
Hapymenust co ctoponbl ApTtepuanibHasi THIIOTEH3US OueHb peako
COCYZIOB
Hapymenust co ctopoHbl PBota Heuacro
KEITYJOUHO-KUILIEYHOTO TPAKTa
ya p Tommora Penko
3anop Penxo
CyxocCTb BO pTY Penko
[Tankpeatur Ouenb peako
Hapymenust co ctoponbl Hapymenne pynkimm neueHn OueHb peako
MEYEHU U JKETYEBBIBOISIIIINX v
oif Bo03MOXHO pa3BUTHE TEYEHOYHOM YacroTra HEU3BECTHA
yTeu
yr sHIIe(pasonaTHH B CIydyae
MEYCHOYHON HEIOCTATOYHOCTH (CM.
pasznensi 4.3 u 4.4)
I'enatut Yacrora HEU3BECTHA
Hapymenust co ctoponsl kKoku | Peakuyu noBbIIEHHON Yacro
Y TIOAKOXKHBIX TKaHEH YyBCTBUTEIHHOCTHU
MakynomnamnyJsie3Has Chlllb Yacro
[Typnypa Heuacro
AHTMOHEBPOTHYECKUH OTEK Ouenb peako
Kpanuuuna OueHb peako
Tokcnueckuil anuaepManbHbId Ouenb peako
HEKpOJIN3
Cunapom CtuBenca-/[)xoncona Ouensb peako
BosmoskHOe obocTpeHue yxe YacToTa HEM3BECTHA
HMMEIOLLENUCS OCTPOU CUCTEMHOMN
KpacHOM BOJTYaHKH
Peakiun (hoTOUYBCTBUTETLHOCTH YacToTa HEM3BECTHA
(cm. paznen 4.4)
Hapymenust co ctopoHsl Cna3mbl MbITIII] YacToTa HEM3BECTHA
MBIIIIEYHON, KOCTHOM H
. Mpiievnast ¢1abocTh YacToTa HEeM3BeCTHA
COEJIMHUTENIbHON TKaHU
Mpuanrus Yacrora HEM3BECTHA
Pabromuonus YacroTra HEM3BECTHA
Hapymenust co cropons! novek u| [loueyHass HEeJOCTaTOYHOCTh OueHb peako
MOYEBBIBOISIINX ITYyTEN

10
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Kuaaccsl U cucTemMbl Opranon

Hapymenust co ctopoHbl DOpeKTriibHas TUCHYHKITUS Heuacro
PENPOAYKTUBHOM CUCTEMBI U
MOJIOYHBIX XKeJle3

JlaGopaTopHnbie u VY nnnnenue narepBasia QT Ha OKI' | YacTora HeusBecTHa
WHCTPYMECHTAJIbHBIC TaHHBIE (cm. pasznmenst 4.4 u 4.5)

[ToBbllIEHNE KOHIEHTPALIMY TIIFOKO3bl| HacToTa HEU3BECTHA
B KpoBH (cM. pazzen 4.4)

IloBbI11IEHME KOHLIEHTpALMKX MO4eBOM| HYacToTa HEen3BeCcTHA
KHCJIOTHI B KPOBH (CM. pazzen 4.4)

TloBErIlIEHNE aKTUBHOCTH YacToTa Heu3BeCcTHA
MIEYEHOYHBIX (PEPMEHTOB

Onucanue OTAEIbHEIX HEXKENAaTEILHEBIX PEaKIIUI

B pamkax uccnenoanuii I u 111 ha3el, cpaBHUBaOMIKUX HHIATIAMU B JO3UPOBKE 1,5 Mr u 2,5 mr,
pe3yabTaThl aHajiW3a KaJIus B IUIa3ME KPOBH IMPOJAEMOHCTPHUPOBAIM J0303aBUCUMBIN d(PdeKT
HHOalaMuaa;

e Hupganamupg 1,5 Mr: KOHIIEHTpAIMs Kalus B IJIa3Me KpoBU MeHee 3,4 MMoJIb/1 HabJro1anach
y 10 % manueHToB, ¥ KOHIICHTPAIHS Kajaus B IJIa3Me KPOBU MeHee 3,2 MMOJIb/J1 Habo1a1ach
y 4 % nanueHToB uepe3 4—6 Henenb nocie Havana tepanuu. [locne 12 Hepens Tepanuu
CpellHee 3HAYCHHE CHIDKCHHS KOHIIEHTPAIIMH Kaaus B IIa3Me cocTaBisiio 0,23 MMOIIB/I.

e Uupmanamup 2,5 Mr: KOHIIGHTpAIlMs Kalus B IJ1a3Me KpoBU MeHee 3,4 MMOJIb/J1 Habo1anach
y 25 % maiueHToB, U KOHLIEHTpAIMs Kalus B IIa3Me KPOBU MeHee 3,2 MMOJIb/J1 HabJroaanach
y 10 % mnauuenTtoB uepe3 4—6 Henenb nocne Hadana tepanuu. Ilocine 12 Henens Tepanumn
CpeaHee 3HAYeHHEe CHIDKCHUS KOHIIEHTPALUY Kaaus B Tia3me coctapiisiio 0,41 MmO/

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmath 0 Moj03peBaeMbIX HEXENATENIbHBIX PEaKIUiX IOCIe PEerucTpaluu mpernapara ¢
[ENbI0  O0ECIEYeHUsT HEMPEpPHIBHOTO MOHUTOPHHTA COOTHONICHHS  «II0Jb3a —  PHCK»
JIEKapCTBEHHOTO Tpemnapara. MeauIuHCKUM pabOTHUKAaM pPEeKOMEHIYeTCsi cooOIarh O JFOOBIX
MOJIO3PEBAEMBIX HEXKENATeIbHBIX PEAKIMAX JIEKAPCTBEHHOTO Mpenapara uepe3 HaIlMOHAIbHBIC
CUCTEMBI COOOINEHHS O HEXKENaTeNbHBIX peaklusx TocydapcTB-wieHOB EBpasuiickoro
HKOHOMHYECKOTO CO03a.

Poccuiickas ®@enepanus

®denepanpHas cayx0a o Haa30py B cdhepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl Iiiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
CaiiT B nH(POPMAITMOHHO-TEIICKOMMYHHUKAIIMOHHOU ceTu « HTepHeT»:
www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMIITOMBI
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JI03bI) HE OKa3bIBAET TOKCHYECKOTO JICHCTBUSI.

IIpu3Haku OCTPOro OTpPaBIEHUS JIEKAPCTBEHHBIM IIPENApaTOM B IEPBYIO OYEpPEIb CBS3aHBI C
HapyILIEHUEM BOJHO-3JIEKTPOJIUTHOTO OanaHca (TMIOHATPUEMHs, TUTIoKanueMus). M3 kinHnyeckux
CUMIITOMOB IE€PENO3UPOBKM MOI'YT OTMEUYaTbCs TOLIHOTA, PBOTA, apTepUaibHas TMIIOTEH3HUS,
CYJIOpOTH, BEPTUTO, COHJIMBOCTb, CIIyTAHHOCTh CO3HAHUS, MOJUYPHUS UM OJIUTYPUSI C BOZMOKHBIM
NEPEX0JI0M B aHYPHIO (BCIEICTBUE TUTIOBOJIEMUH ).

JleyeHune

Mepbl HEOTIIOKHOW MOMOILIM CBOJATCS K OBICTPOMY BBIBEIEHHIO Ipenapara M3 OpraHu3Ma:
IPOMBIBAaHUE JKEIyAKa W/MIM HAa3HAYEHHUsS AaKTUBUPOBAHHOIO yINIsI C  IOCIEAYIOIIUM
BOCCTAHOBJICHHEM BOJHO-3JIEKTPOJIUTHOTO OajaHca B CIICUATIM3UPOBAHHOM OTACICHUH.

5. PAPMAKOJIOTMTYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHYecKHe CBOICTBA

dapmakoTeparneBTUYeCcKas Tpymia: JuypeTHKU; THA3U0M0A00HbIE AUYPETUKH; CYIb(POHAMU/IBL.
Kon ATX: CO3BALI.

MexaHu3M IeUCTBUS

WupnamaMui OTHOCHTCS K TPOM3BOJAHBIM Cyib(OHAMHUIA C WHIOJBHBIM KOJBIIOM U IO
(bapMaKoJIOTHYECKUM CBOWCTBAM OJM30K K THA3UIHBIM JUYPETHKaM, KOTOPbIE WHTHOUPYIOT
peabcopO1uio MOHOB HATPUsl B KOPTHUKAILHOM CETMEHTE NETIU HepoHa.

HpI/I OTOM YBCIIMYMUBACTCA BBIACICHUC ITOYKAMKW HOHOB HATpUsAd, XJOpa U, B MEHBIIICH CTCIICHU,
HOHOB KaJIuAd U Maruus, 4YTo COIMMPOBOKAACTCS YBCIIMYCHUCM JUYPEC3a U TUIIOTCH3MBHBIM 3(1)(1)GKTOM.

dapmarkogmnHamMuyeckue 3O HEKTHI

['umoTeH3MBHOE IeHCTBUE HHAANIAMUA, KaK U IPYTHX JUYPETHUECKUX CPEICTB, 00YCIOBIEHO:

—  CHWXXECHUEM COKPATHTEIbHON CHOCOOHOCTH COCYIUCTBIX INIaJKOMBIIIEYHBIX KJIETOK 3a CYET
M3MEHEHMsI TPAaHCMEMOPAHHBIX HOHHBIX TOKOB, IPEMMYILECTBEHHO TOKA KaJIbLIUs;

— crumymsanued cunte3a npocrarnaganHa PGE2 u mpocramuknuba PGI2, o6Gnanparomiero
COCYIOPaCIIUPSIOLINM U aHTHArPEraHTHBIM JICHCTBHEM.

Kimmanueckas 3 dhekTUBHOCTE ¥ 0€30I1aCHOCTD

B xmuanueckux wuccnenoBanusx Il m Il ¢a3 mpu wucmonp3oBaHMM WHAANAMHUIA B PEKHUME
MOHOTEpanuu B J103aX, HE OKAa3bIBAIOIIMX BBIPAKEHHOTO JAWypeTHueckoro s¢¢dekra, ObuI
MPOJICMOHCTPUPOBAH 24-4aCcOBOM THMOTCH3UBHBIN A (DEKT.

AHTHUTUNEPTEH3UBHAS aKTUBHOCTh WHJANaMUJA CBS3aHA C YJIYUYIICHUEM 3JIACTUYECKUX CBOMCTB
KpPYNHBIX apTepuil, YMEHbIIEHUEM apTEePHOJSIPHOrO U oO0IIero nepudepruieckoro CocyIaucToro
COMPOTHUBIICHUS.

WNupanamu yMeHbIIAET TUIIEPTPOQHIO JIEBOTO XKeTyI0uKa.

B KOpPOTKHUX, CpG,Z[HGfI JIATCIIBHOCTU U OOJIT'OCPOYHBIX HCCICAOBAHUAX C YH4aCTHCM MAUCHTOB C
apTepuaIbHOM TUIIEPTEH3UEH OBLIO MTOKa3aHO, YTO WH/IAITAMHII:

— HE BIWJACT HA TOKAa3aTeNIM JIMITUIHOTO OOMEHAa, B TOM YHCIIC HAa yYPOBEHb TPHUIJIHUIICPHUIIOB,
XOHGCTepI/IHa, J'II/IHOHpOTeI/IHOB HI/I3KOI>'I IIJIOTHOCTHU U JII/IHOHpOTeI/IHOB BBICOKOI>'I IIJIOTHOCTH,

— He BIIMACT Ha IIOKa3aTeJd OOMEHA YIJICBOJOB, B TOM YHCJIC y IAIMEHTOB C CaXapHBIM
adeToM.
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TepaneBTHueckoro sddekra, B TO BpeMs Kak dYacToTa MOOOYHBIX 3((PEKTOB MPOI0IDKAET
YBEIIMYMBATHCS TMPHU JalbHEHIIEM TMOBBIIIEHWH 03Bl mpenapara. llosTomy He cnenyer
YBEIIMYHMBATH 03y Iperapara, €ciad MPH NMPUMEHEHHUH PEKOMEHIOBAHHOW JI03bI HE JIOCTUTHYT
TeparneBTHUeCKui 3¢ PeKT.

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

AOGcopbrms
buonocrynnocts nnganamuga — 93 %.

MaxkcuManbHON KOHIEHTpauu B mia3Me KpoBH (Tmax) Ipenapat nocruraer yepes 1-2 vaca nocnie
MEepOpaILHOTO MpHUEeMa OJTHOKPATHOM AO3bI 2,5 M.

Pacnpenenenue

Oxono 75 % mnpenapara cBsi3bIBaeTCs C Oenkamu 1ia3Mbl KpoBu. llepuon mnosmyBbIBeNEHUS
npemnapara cocrasisier 14—24 gaca (B cpensem 18 yacos).

[Ipu perynsgpHOM mpueme mpenapara paBHOBECHAas KOHILICHTPALMs WHAANAMMIA B IJIa3ME€ KPOBH
yBEIMUYUBAETCs (IO CpPaBHEHUIO C OJHOKpAaTHbIM IIpueMoM). Bmecrte ¢ Tem, JOCTUTHYTOE
PAaBHOBECHOE COCTOSIHUE COXPAHSETCA B TEUECHUE JUIUTEIBHOTO MEPUOA BPEMEHH, CBUIETENBCTBYS
O TOM, YTO IMOBTOPHBIN IPUEM IIpenapaTa HE CONPOBOKIAETCS HAKOIUIEHHEM HHJAnamuaa B
OpraHu3Me.

ONMMUHALMSA

WNHnanamMu BBIBOIWUTCS B BHJIC€ HEAKTHBHBIX METa0OJMTOB B OCHOBHOM moukamu (60—-80 % ot
BBEJICHHOMU J103BI).

He 6onee 5 % wHaanamuaa BEIBOAUTCS U3 OpraHU3Ma ¢ MOYOW B HEM3MEHEHHOM BHJIC.

ITarmueHTHI ¢ HApYILIEHUEM d)VHKUI/II/I IMOYCK

VY manueHToB C MOYEYHOW HEJOCTAaTOYHOCTHIO (hapMaKOKMHETHUYECKHUE CBOMCTBA WHIANIaMHUa HE
U3MEHSIIOTCA.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. Ilepeuenb BcnOMOraTe/IbHbIX BelIECTB

JIAKTO3bI MOHOTHJIPAT

KpaxMmai KapTo(enbHbIH

LEJITI0JI03a MUKPOKPUCTAJUTNYECKAs]

nosuaoH K-17

KPEMHHUS JUOKCUJ KOJTIOUHBIN

MarHusi creapar

Obonouxa mabremku.

THIIPOMEII03a (TUAPOKCUITPONTMIMETHIILIEIITION03a)
nosuoH K-17

TUTaHA JHUOKCUJ

TaJIbK
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KpacuTesb a30pyonH

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHUs1)

2 rona.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NIPH XPAHECHUHU

B cyxoMm, 3ammiieHHoOM OT CBeTa MECTe Mpu TemnepaTtype He Boiie 25 °C.
6.5. Xapakrep u cofep:kaHue YIaKOBKHU

ITo 10 TabmeTok B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 TUICHKH MOJMBUHUIXJIOPUIHON U (POTBIH
QIFOMUHHUEBOMW I1€YaTHOM JIAKUPOBAHHOM.

ITo 30 tabnerok B OaHKU MOJMMEpPHBbIE C HABUHYMBAEMBIMHU KPBIIIKAMH WIH BO (JIAKOHBI IS
JIEKapCTBEHHBIX CPEJICTB U3 IJIACTHKA C 3aBUHYUBAIOIIUMUCS KPBIITKAMHU.

[To 1 Ganke wunu ¢makony, wim 1, 2, 3, 4 wiIM 5 KOHTYPHBIX SYEHKOBBIX YITAKOBOK BMECTE C
HMHCTPYKLUEH 10 IPUMEHEHUIO ITIOMENIAIOT B [TaYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTUIM3ANMU MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara WJjiM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHUs] JEeKAPCTBEHHOr0 Mpenapara, u
Apyrue MaHMIYJISIIMHU € IpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

Poccuiickas @enepanus

AO «ABBA PYC»

121614, r. Mocksa, yn. Kpeutatckue Xoawmel, A. 30, kopi. 9.
Ten.: +7 (495) 956-75-54

OnexrpoHHas noyra: info@avva-rus.ru
7.1. llpencraBuTeib AepKaTesist PerucTPAIIMOHHOTO YA0CTOBEPEHUA

[Iperen3uu notpeduTeneil HaNMPaBIATH 1O aJIPECy:
Poccuiickas @enepanust

AO «ABBA PYC»

121614 r. Mockaa, yi. Kpsutarckue Xonmsl, 1. 30, koprit. 9.
Ten.: +7 (495) 956-75-54

DnektpoHHas moyura: drug.safety@avva-rus.ru
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8. HOMEP (HOMEPA) PETHCTPAIIMOHHOTQ YIOCTOBEPE s | =/ EHUCTE 000T)

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI'O ITIPEITAPATA

JlekapcTBeHHBIN MpenapaT OTHOCUTCS K KATETOPUH OTITYCKA [0 PELenTy.

OOmiasi xapakTepHCTHKa JICKAPCTBEHHOTro Tpemnapara Mupgamamu B €IWHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3sMiicCKOro 3KOHOMHYECKOTO COI03a W Ha
odumaILHOM caiiTe ynosmHoMo4deHHOTo opraHa https://lk.regmed.ru/Register/EAEU _SmPC.
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