OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMUMEHOBAHMHME JIEKAPCTBEHHOI'O IIPEITAPATA

Apudon perapx, 1,5 Mr, TabJIETKH ¢ MPOJOHTHPOBAHHBIM BBICBOOOKICHHEM, TOKPHITHIC IIIEHOYHOM
000JI0YKOI.

2. KAUYECTBEHHbBIN M KOJITMYECTBEHHBII COCTAB

JlelicTByrolIe€ BEMIECTBO: NMHAATIAMHU/I.
Kaxxnas Tabnerka comepxut 1,5 Mr uHaamamMuma.

BemecTBa, HamM4re KOTOPBIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO TIperapara; JIakTo3a (CM.
paznen 4.4).

[TonHbIii IepedYeHb BCIIOMOTaTEIbHBIX BEIIECTB IMMPUBEICH B pazjaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku ¢ NpoJOHTMPOBAHHBIM BBICBOOOXK/IEHUEM, IOKPBITHIE MNIEHOUYHON 0007104YKO.

prrJ'ILIe, ABOSIKOBBIITYKIIBIC Ta6J'IeTKI/I, IIOKPLITBIC IUICHOYHOM O60J'IO‘H(OI71, 6eoro OBECTA.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMEHECHHIO
ApudoH perapj MokazaH K IPUMEHEHHIO Y B3POCIIbIX I JI€UEHUS apTepHalIbHOM THIIEPTEH3HH.
4.2. Pexum 103MpPOBaHHSA U CNIOCO0 MPUMEHEHUS

Pexxum 103upoBaHus
[Tpumensiercs mo 1 TabneTke B CYyTKH, )KEIATSIBHO YTPOM.

IIpu 1eyeHnu NalMeHTOB ¢ apTepUaIbHON TMIEPTEH3UEN YBEIIMUEHUE 03Bl IIperapara He IPUBOAUT
K YBEJIMYEHHUIO aHTUTUIIEPTEH3UBHOTO JAEUCTBUSI, HO YCHIIMBAET TUYPETUUECKHUM (CaypeTHUYeCcKuil)

3 dexT.

Oco0ble rpynIibl HAIHEHTOB

Jluya nosxcunoeo eospacma

Y MOXHIIBIX TAIUEHTOB CIIEAYeT KOHTPOIMPOBATh COJEPKaHWE KpeaTHHUHA B IIa3Me KPOBHU C
y4eToM BO3pacTa, MacChl Telna u rnosna. JlekapcTBeHHbIN npenapat ApudoH petap,l MOKHO Ha3HAYaTh
MOKHWJIBIM TAIUCHTaM C HOPMAJIbHOW (YHKIMEH IMOYeK WM TOJNBKO C MHHHUMAIBHBIMH €€
HAPYIICHUSIMH.

Tayuenmoi ¢ noueunHou HedOCMamoyHOCMbIO
[IpuMeHeHHe MPOTHBOIIOKA3aHO MAIlMeHTaM C TSDKENOH MOYeyHOW HEeJAOCTaTOYHOCThIO (KIMpEHC
KpeaTuHUHa MeHee 30 MiI/MUH).

Tuasuanple ¥ THA3UIOTOJOOHBIE TUYPETHKU B TIOTHOU Mepe 3((HEKTHBHBI TOIBKO Y MAIUEHTOB C
HOpPMaJIbHOW (DYHKITHEH TTOUEK WM C MUHUMAJIbHBIMU €€ HapyIICHUSIMH.



Iayuenmvi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO
[TpumMeHeHre TPOTUBONOKA3aHO MAUEHTaM C TSKEJbIM HapylIeHHeM (YHKIIMY TIeUeHH.

eTH
bezonacHocth u 3 dexTuBHOCTD Mpenapara ApudoH perap/ y nereit B Bospacte ot 0 1o 18 ner He
YCTaHOBIICHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus
BHyTph; TabeTKy cieIyeT MpOoriaThiBaTh HEIUKOM, HE pa3KeBbIBas, 3alIMBas BOJIOM.

4.3. IIporuBomoKa3zaHusi

— l'unep4yBCTBUTENBHOCTh K JEHCTBYIOIIEMY BEIIECTBY, APYTUM IPOU3BOIAHBIM Cylb(hoHAMHUIA
WJTU K JTI000MY U3 BCIIOMOTATEIbHBIX BEILIECTB, IEPEUHCIICHHBIX B pazzene 6.1.

— Tsxenas mouedyHast HSJOCTATOYHOCThH (KIIMPEHC KpeaTHHUHA MeHee 30 MiI/MHH).

— Ileyenounast sHIIE(ATONIATHS WIH TSHKEIIOE HAPYIICHUE (QYHKITUH ITCYCHH.

— T'unokanuemus.

4.4. OcoOble ykazaHHus U MepPbl PEI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTBLIO

HapyimieHnust pyHKIMU TICUYCHH M TMOYEK JICTKOH WM YMEPEHHOW CTENECHU TSHKECTH, HapYIICHUS
BOJIHO-2JIEKTPOJIMTHOTO OayiiaHca, MPUMEHEHHUE Yy MAIMeHTOB C yBeInueHHbIM uHTepBasioM QT Ha
OKI', mpumeHeHHE y HUCTOLIEHHBIX MAlMEHTOB, y MAIUEHTOB, MOIYYaIOIIMX OJHOBPEMEHHYIO
TEepamuio TpenaparaMi, KOTOpble MOryT yBenuunBaTh wuHTEepBal QT, coderanHas Tepanus
JICKQpCTBCHHBIMH  TIperiapaTaMy, CIIOCOOHBIMH  BBI3BaTh  IMOJUMOPOHYIO  KEITYJOYKOBYIO
TaXI/IKapI[I/IIO THUIIA «HI/Ipy:)T», HpenapaTaMH JINTHA, J'ICKapCTBCHHBIMI/I HpenapaTaMI/I, CHOCO6HI)IMI/I
BBI3bIBaTh TMIIOKAJTUEMHIO HJTH CEPACYHBIMU MIIMKO3UAaMH (CM. pasjen 4.5), nepudepruuecKrue OTeKU
WIM acIUT, WIIeMudeckas OOJIe3Hb ceplla, cepjaeyHas HEIO0CTaTOYHOCTh, THIEPIapaTHPEO3,
caxapHblii TuabeT, THIePYPUKEMHUS U MOIarpa, ajllepruueckas peakiys Ha NEHUIMIIINH B aHaMHe3e.

Oco0ble yKazaHus

Hapywenus ¢pynkyuu nevenu

[Ipy Ha3Hau€HUM THUA3UIHBIX M THA3UJONOJOOHBIX JUYPETUKOB Yy MAIMEHTOB C HApPYIIEHUSMU
(GYHKIMU TIe4eHH, OCOOEHHO B Cilydae HapyIIeHHs BOAHO-3JIEKTPOJIMTHOIO OajaHca, BO3MOXKHO
pa3BUTHE NIEYEHOYHOM 3HIIe(aIonaTu, KOTOpas MOKET MPOTPECCUPOBATh /10 IEYEHOYHOU KOMBI. B
9TOM CIIy4ae IPUMEHEHUE TUYPETUKOB CIEAYET HEMEUIEHHO MIPEKPATUTb.

Peaxyuu pomouyecmeumenvrocmu

Coobmanocs 0 ciryyasix pa3BUTHS peakluil pOTOUYBCTBUTEILHOCTH Ha (pOHE IpremMa THa3UHBIX U
TUA3UJIONOJO0HBIX  AuypeTukoB (cMm. pasgen 4.8). B cioywae pa3BuTus  peaxiuid
(OTOUYBCTBUTEIBHOCTH Ha (JOHE MpHEMa JICKapCTBEHHOT'O Mpenapara peKOMEHIyeTcsl IPEeKpaTUTh
nedyeHue. Ecnu MOBTOpHOE Ha3Hau€HUE AUYPETHKAa IMPU3HAHO HEOOXOIUMBIM, PEKOMEHIyeTcs
3alUIIATh OTKPBITHIE YUACTKH OT COJTHEUHBIX JIy4el I UCKYCCTBEHHBIX YIbTPa(HOIETOBBIX JTyuel
THMA A.

Oco0bie Mepbl IPEOCTOPOKHOCTH IPU TPUMEHEHUHU

Boono-snekmponumnwiii 6ananc

Coleporcanue uonos Hampus 6 niazme Kposu

Jlo Hauana nedeHus: HE0OOXOAMMO OMPENETUTh KOHIICHTPAIIMIO HOHOB HATpHs B TutazMe KpoBu. Ha
doHe mpHema Tpenapara CiIeAyeT pPEerylspHO KOHTPOJIMPOBATH AITOT MOKaszarenb. HeoOxomum
MTOCTOSIHHBIM KOHTPOJIb KOHIIEHTPAIlMd HOHOB HATpPUs, TaK KaK TE€PBOHAYAIHLHOE CHIKCHHUE
KOHIIEHTPAILlMU HATPHs B TIa3Me KPOBH MOXET OBITh OecCHMITOMHBIM. bojee 4acThlii KOHTPOIb
MOKa3aH MalMeHTaM C IUPPO30M IEUEHU W JIUIaM TOXKHIIOTO Bo3pacta (cM. paszaensl 4.8. u 4.9).
Jroboii muypeTHdeckuii MpemapaT MOKET BBI3BIBATH THIOHATPHUEMHIO, MPUBOISIILYI0 WHOTAA K
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KpaliHe TSDKENbIM IOCIEACTBHAM. [ MITOHAaTpHeMusi B COYETAaHWM C THUIOBOJIEMHEH MOTYT OBITH
OPUYMHON 00€3BOXKMBAaHUS W OPTOCTAaTHMYECKOW TrHUmoTeH3uHu. COmyTCTBYIONIEe CHUKCHHE
KOHIIEHTPALMH HOHOB XJIOpa B TUIa3ME KPOBH MOJKET ITPUBOIUTH K BTOPUYHOMY KOMIICHCATOPHOMY
METa0OJMYECKOMY aJIKaJo3y: YacTOTa pPa3BUTUS M CTENEHb BBIPAXEHHOCTH JTOro 3ddexra
HE3HAYUTEIIHHBI.

COO€D9!CCIHM€ UOHO6 KAJUA 6 njidime Kposu
HpI/I TCpallu THA3UAHBIMHU U TI/IaSI/I,HOHOI[O6HBIMI/I ANypETUKaMHU OCHOBHOM PHUCK 3aKJIHOYacTCA B
CHMKCHHUU KOHICHTPAIUU KaJINA B IIa3MC KPOBH U PA3BUTHU I'HIIOKAJIMCMUU.

I'unokanuemust MOMET BbI3bIBaTh MbIIIEUHble paccTpoiictBa. Coobmwanoch 0  ciaydasx
pabaoMuonmn3a, B OCHOBHOM Ha (oHE TsDKeJIoW rumokanuemMun. HeoOxomumo mpenoTBpamaTh
pa3BuTHe runokanueMuu (< 3,4 MMOJIb/JI) Y NALIMEHTOB IPYMIbI OBBILIEHHOTO PUCKA: MAIUEHTOB
MOYKUJIOTO BO3PACTa, UCTOLICHHBIX W/WJIM MOJYYAIOUINX COYETAHHYIO MEIMKAMEHTO3HYIO TepaIHIo,
NAlMeHTOB C LHMPPO30OM I€YEeHHU, HNepupepuyecKMMHU OTeKaMM M AaCLUTOM, IallUEHTOB C
WIIEMUYECKO OOJe3HBbIO ceplua, CepJeYyHOW HeIOCTaTOYHOCThIO. [ MIoKamueMus y TaKux
MAIMEHTOB YCUJIMBAET KapJUOTOKCUYHOCTh CEPACUHBIX INIMKO3UAOB U IMOBBILIACT PUCK Pa3BUTHS
apUTMUI.

HaI_[I/ICHTBI C YAJIMHCHUCM HHTCpPBAaJla QT, KaK BPOXKIACHHBIM, TaK U BbI3BAaHHBIM JICKAPCTBCHHBIMU
npemnaparaMn, OTHOCATCA K TIpPYyHIIC pHCKaA. FI/IHOK&HI/ICMHH, KaKk Hu 6pa111/11<ap111/1;1 SABIIACTCA
COCTOSAHHUEM, CHOCO6CTBYIOIJ_II/IM Pa3BUTHIO TSDKETIOMU ApuTMHH, B 4YaCTHOCTH, HOHI/IMOPCI)HOI‘/'I
)KGJIYI[O‘-IKOBOI\/JI TaXUKApAWHN TUIIA KIIUPYIT», KOTOPASA MOKCT IIPHUBCCTHU K JICTAJIbHOMY UCXOY.

Bo Bcex onucaHHBIX BBIIIE CIy4asX HEOOX0IMMO KOHTPOJIUPOBATh KOHLIEHTPALIUIO Kalus B IUIa3Me
KpOBH, OoJiee yacTo, 4eM 00bIYHO. [IepBoe n3MepeHne KOHIIEHTPAIMY HOHOB KaJIHsl B IJIa3Me KPOBH
JIOJKHO OBITH BBITMOJHEHO B IMEPBYIO HEETIO OT Havasa JICYCHHUs.

[Ipy BBIABICHHH TUIOKAIUEMHH JOJKHO OBITh HAa3HAYEHO COOTBETCTBYIOIIEE JICUCHUE.
['unokanuemusi, BBISIBIIGHHAS B COYETAHUN C HU3KOUM KOHIIEHTpAIMe MarHus B T1a3Me KPOBH, MOYKET
OBITh YCTOWYUBOM K JICUEHHUIO B CIy4ae, €ClIi HE CKOPPEKTUPOBAHO COAEpKaHUE MarHus B IUIa3Me
KpPOBH.

COO€D9!CCIHM€ MACcHUA 68 niaasme Kpoeu
briio IIOKa3aHO, 4YTO THAa3HWAHBIC U TI/Ia3I/I,I[OHOI[O6HBIe AUYPECTHUKH, BKIIIOYasds WHAAIIAMUN,

YBEIMYUBAIOT IKCKPELIUIO MarHusi ¢ MOYOil, 4TO MOKET IIPUBECTH K TUTIOMarHUEeMHH (CM. pasaer 4.5
u 4.8).

Cooepoicanue kanbyus 8 niasme Kposu

Tuasuanble U THA3UAOMONOOHBIE TUYPETUKH MOTYT YMEHBIIATh BHIBEJACHHE KaJbIMs MOYKaAMH U
MPUBOJIUTh K HE3HAYMTEIHLHOMY W BPEMEHHOMY IOBBINICHUIO YPOBHS KAIBIHS B IIa3Me KPOBH.
VctuHHas rTunepKandbleMHUss MOXET OBbIThb CIEJACTBUEM paHee He JUAarHOCTUPOBAHHOTO
TUIepIapaTupeosa.

Cne):[yeT IMPEKpaTUThL MNPUEM OUYPCTUYCCKHUX IIPCIIapaToB II€pea HUCCICAOBAHUCM (1)YHKI_II/II/I
nmapamuTOBUAHBIX KCJIC3.

CodepofcaHue 2/IIOKO3bl 6 njiasme Kposu
Baxuo KOHTPOJUPOBATh KOHOCHTPAIWIO TJIIOKO3bI B KPOBHU Yy MAUCHTOB C CaxXapHbIM JII/Ia6eTOM,
0COOEHHO IIpHU HAJIMYHUU THITOKAJIMCMUU.

Mouesas kucioma
VY nanueHToB ¢ TUIEPYPUKEMUEH MOKET YBEJIIMUMBATHCS PUCK PAa3BUTHA MPUCTYIIOB MOJIArPHhI.

Juypemuueckue npenapamel u yHKyus novex
Tuazugable 1 THA3UAONOAO0HBIE TUYPETUKU ((HEKTUBHBI B MOJTHOM Mepe TOJBKO y MAlEeHTOB C
HOPMaJbHOW MM HE3HAYUTENIbHO HapyIIeHHON (yHKUMEeH mMmodek (coiepaHue KpeaTMHHHA B



IJ1a3M€ KPOBU Y B3POCIBIX JIUI HUKE 25 MT/11 uiu 220 MKMOJIB/JT). Y MalMEeHTOB MOXKHIOT0 BO3pacTa
YPOBEHb KpEaTUHUHA B IJIa3M€ KPOBH PACCUMTHIBAIOT C YUETOM BO3pacTa, MacChl Tejia U MoJa.

CrnenyeT yuuThIBaTh, YTO B Hayaje JICUCHUS y MAUEHTOB MOXKET HaOII0JaThCsl CHUKEHHE CKOPOCTH
KITyOOUKOBOH (HIBTpaAIK, 00YCIOBICHHOE TMIIOBOJIEMHUEH, KOTOpas, B CBOIO OYepe/ib, BbI3BaHA
noTtepei BoAbI U MOHOB HaTpus Ha (oHE mpuema AMypeTHYecKux mpernaparoB. Kak ciencrsue, B
I1a3Me KPOBU MOKET YBEJIMUMBATHCS KOHIEHTPALMs MOYEBUHBI M KpeaTUHUHA. Takasi TpaH3UTOpHAs
(byHKIIMOHATBHAS [MOYE€YHAsl HEAOCTATOYHOCTh HE MMEET KIIMHUYECKOTO 3HA4YCHHs y MAIeHTOB C
HOpMaJIbHOW (DyHKIMEH MOYeK, OJHAKO MOXKET YCYI'yONsTh YK€ MMEBIIYIOCS 10 Hayala JICYCHUs
MTOYEYHYIO HEJIOCTATOYHOCTD.

CnopmcmeHnul

CropTcMeHaM clieyeT OOpaTHTh BHMMaHHE, YTO JCHCTBYIOIEE BEIIECTBO, BXOIIEE B COCTaB
JIEKapCTBEHHOTO TIperiapara, MOKET J1aBaTh MOJIOKUTEIbHBINA Pe3yibTaT MPH MPOBEICHUH TOTIMHT-
KOHTPOJISI.

Xopuouoanvuwiii ébinom / Ocmpas muonusi / Bmopuunas 3akpbimoy201oHas 21aykoma
CynbhoHaMubl U UX IPOU3BOIHBIE MOT'YT BBI3bIBAaTh UMOCUHKPA3UYECKYIO PEAKIINIO,
MIPUBOSAIIYIO K Pa3BUTHIO XOPHOUIATBHOTO BBITIOTA € Ae()EKTOM I0JIst 3peHHUsI, OCTPO MUOIINH H
OCTPOMY NPHUCTYITy BTOPUYHOM 3aKPBITOYTOJIBHOM I1ayKOMbl. CUMIITOMBI BKJIFOYAIOT: BHE3AIHOE
CHID)KEHHE OCTPOTHI 3pEHUS UM 00JIb B IJ1a3aX, KOTOPbIE MPOSIBISIFOTCS, KaK IIPABUIIO, B TEUEHUE
HECKOJIbKUX 4acOB WJIM HEZEIb OT Havyajla Teparuy THa3UJHBIM / THA3UA0IO0JO0HBIM INYPETUKOM.
[Ipu oTCyTCTBUU JIEUEHUS OCTPAst 3aKPBITOYTrOJIbHAsI TI1ayKOMa MOXET PUBECTU K HE0OpaTUMOi
notepe 3peHus. Ilpu nosBiIeHnN CUMIITOMOB HEOOXOMMO KaK MOXHO ObICTpee IPEKPaTUTh IpUeM
THA3UIHOTO / THA3UIOTIOA00HOTO nypeTHKa. Eciii BHYTpUTiIa3HOE JaBICHHE OCTACTCS
HEKOHTPOJIUPYEMBIM, MOXKET IOTPEOOBATHCS HEOTIIOKHOE METUKAMEHTO3HOE JIEYEHUE WU
XUPYPIUYECKOE BMEIIATENbCTBO. PAKTOPOM PUCKA PA3BUTHUS OCTPOM 3aKPBITOYT'OJIBHOM INIayKOMBI
ABJISICTCA JlJIepruyeckas peakiys Ha IpoU3BOIHbIE CyJIb(hOHAMUIA U IEHUIIUIUIMH B aHaMHe3e.

BcnomorarenbHble BelecTsa

Jlaxmosza

JlaHHBIN JEKapCTBEHHBIN NpenapaTr He CleayeT NMPUHUMATh ITalMEHTaM C PEAKO BCTPEYarOLIEHCs
HACJIEACTBEHHON HEMEPEHOCUMOCTBIO TallaKTO3bl, JIAKTA3HOW HENOCTATOYHOCTBIO WIIM TIIFOKO30-
raJIaKTO3HOM MababcopOIuei.

4.5. BzamMmopeiicTBHe ¢ JAPYIMMH JICKADCTBEHHBIMH IpenaparamMM MW Jpyrue BHIbI
B3aMMOJAEHCTBUSA

KomOuHanum, He peKOMEHIyEeMbIe K IPUMEHCHUIO

Ipenapamol 1umust

[Ipy ogHOBpEeMEHHOM NPUMEHEHHWM HHAANaMUAa U TMpernapaToB JHUTHS, TakXKe, KaKk U TpHU
coOroIeHnH 0eCcCoJIEBOM TUEThI, MOYKET HAOJIF0AaThCsl TIOBBIIIEHNE KOHIIEHTPAIIUU JTUTHS B TIJIa3Me
KPOBHU BCJICJICTBHE CHIDKEHHUSI €r0 DJKCKPEIHH, COMPOBOXKAAIOIIECECS IMOSIBICHHEM MPH3HAKOB
nepeo3upoBku. [Ipu HEOOXOAMMOCTH TUypeTHYecKHe MpernapaTbl MOTYT OBITh MCHOJIb30BaHbI B
COUYETAaHHH C MpernapaTaMu JTUTH, TIPU 3TOM CIEAYeT TIIATeIbHO KOHTPOIUPOBATH KOHIICHTPAIUIO
JUTHUSA B IJIa3ME KPOBH M COOTBETCTBYIOIIMM 00pa30M MO0MPATh 103y Mpemapara.

Kom6unaimu, Tpedyromiye npe1ocTopoKHOCTH
Jlexapcmeennvie npenapamol, cnOCoOHble 8bI36aMb NOAUMOPPHYIO HCETYOOUKOBYIO MAXUKAPOUTO
MUna «NUpPy3my, 6KII04As, HO He 02PAHUYUBASACD:
— aHTHapUTMHMYECKHE JIeKapCTBEHHble mpemapaThl [A kiacca (Hampumep, XUHHJIUH,
TUAPOXUHUANH, Au3onupamu, npokanHamun) u IC knacca (pnexannun);
— aHTHapUTMHUYECKHE JieKapcTBeHHbIe npemnapartsl [ knacca (Hanpumep, aMmuogapoH, COTaION,
noderunua, noyTUINa, OpeTUINiA, IpOHETAPOH);
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— HEKOTOPbIC aHTUIICUXOTHYECKHUE MPeTaparhl:
e (QeHOTHA3WHBI  (HAapUMep, XJIOPIPOMasWH, NHAMEMa3WH, JIEBOMEIPOMA3uH,
THOPHIA3uH, Tpudyonepasut, Giayhenasun),
e OeH3aMu[bl (HalIpUMep, aMHUCYJIBIIPHL, CYJIBIUPUL, CYyIbTONPHI, THATIPU),
e OyTHPO(EHOHBI (HAPUMED, IPONIEPUION, TATONEPUION),
® Jpyrue aHTUIICUXOTHYECKHUE Mpenaparsl (Hanpumep, MUMO3UA, CEpTHH/ION);
— aHTHUJICTIPECCAHTBHI:
® TPULUKIMYECKUE aHTHICIPECCAHTHI,
® CEJEKTUBHBIC HHTUOMTOpPHI OOpaTHOro 3axBaTa CEPOTOHHMHA  (IIUTAIONpaM,

ACHUTAJIONPAM);
— aHTHOaKTepHaIbHbIE CPEICTBA:
¢ (ropxXHUHOIOHBI (JleBodIOKCaMH, MOKCHU(IIOKCAIIMH, cnapokcaryH,
nUnpodIoKCcaIyH);

e MakpoyuAbl (IPUTPOMUIIMH TIPU BHYTPHUBCHHOM  BBEICHHH, a3UTPOMHMIIMH,
KJIAPUTPOMHMIIMH, POKCUTPOMUIINH, CITHPAMUIIIH );
®  KO-TPHUMOKCA30II;
— IMPOTHUBOTPUOKOBBIE CPEICTBA psga a30JI0B (BOPUKOHA30J, HMTPAKOHA30JI, KETOKOHA30I,
(baykoHa30m);
— MPOTUBOMAISIPUHHBIE  CpPEICTBA  (XMHWUH,  XJIOPOXUH, MeEQUIOXWH, TaJO(paHTPHH,
nymedaHTpuH);
— aHTHAaHTHHAJbHBIC CPENICTBA (PaHOJIA3WH, OCTIPUINI);
— MPOTUBOOIYXOJIEBBIC MPEMapaThl ¥ MMMYHOCYIIPECCAHThI (BaHICTaHUO, MBIIIbSIKA TPUOKCHU]I,
OKCaJIMIUIATHH, TAKPOIUMYC, aHATrPeIInI);
— NPOTUBOPBOTHBIE CPEACTBA (OHIAHCETPOH);
— CpEICTBa, BIMSIOIIME HAa MOTOPHKY KEIyJOYHO-KHIIEYHOTO Tpakra (LIU3ampui,
JIOMIIEPHJIOH );
— aHTUTUCTAaMHHHBIE CPEACTBA (aCTEMU30JI, Tep(heHaTuH, MU30JIaCTHH);
— TpoYMe aKTUBHBIC BEIIECTBA: IMEHTAMUIWH, NU(EeMaHW]I, BUHKAMUH TP BHYTPHUBCHHOM
BBEJICHUHU, Ba30INPECCUH, TEPIUNPECCHH, KETaHCEpPHH, NMpoOyko, mnponodoi, ceBoduypaH,
TEPOJMIINH, IIHJIOCTA30J1, METa/IOH.

[ToBbIIIEHHBIN PUCK PA3BUTHUS KEITYIOUKOBBIX apUTMHMA, B YaCTHOCTH MOJIUMOPGHHOMN eIy 10UKOBOH
TaxUKapIAuu THIA «IUPYIT» (PaKkTop pUcKa — THIIOKATHUEMHUS).

[lepen Ha3HAUEHHMEM KOMOMHUPOBAHHOM Tepaniy MHAAAaMUIOM U YKa3aHHBIMU BBIIIIE TperapaTaMu
CJICOYCT IMPOBECTU MCCICIOBAHUC C LECJIbIO BBIABICHUSA TUIOKAJIMEMHUH W IIPU H€06XOI[I/IMOCTI/I
MpoBeCTH Koppekiuto. HeoOXoaum KOHTPOJIb KIMHUYECKOTO COCTOSHUS MAaI[MeHTa, KOHTPOJb
coJiepKaHusl AIEKTPOJIUTOB B IIJIa3Me KpOBH, rokazateneit KT

Y mnanMeHToB C THUNOKalIWeMued HeoOXOAMMO TPUMEHATh Tperaparbl, HE BbHI3bIBAIOIINE
MOJTMMOP(HYIO JKETyT0YKOBYIO TAXUKAPIUIO TUTIA «ITUPYIT».

Hecmepouonvie npomusosocnanumenvHbvle JeKapCmMeeHHvle npenapamel (Npu  CUCEMHOM
npumeHeHuu), ekaouas cerekmusHvle uneuoumopwst LJOI-2, evicokue 003vl ayemuicaruyuiosou
Kucaomsl (= 3 2/cymiu)

Bo3MOXHO CHUKEHHE aHTUTUTIEPTeH3UBHOTO () (ekTa nHaanamuia.

VY 00e3BOKEHHBIX MAIMEHTOB CYIIECTBYET PUCK Pa3BUTHUS OCTPOW MOYEHYHON HEIOCTaTOUYHOCTH
BCJIEJICTBHE CHIKEHHMS KIyOOukoBOM ¢QuibTpanmu. Ilannentam HE0OXOIUMO KOMIIEHCHPOBATH
MOTEPIO KHUAKOCTU U B Hayalle TEPANUU TIIATEIbHO KOHTPOIUPOBATh (PYHKIIMIO MTOYEK.

Hneubumopul aneuomensun-npespawjaiowjeco gepmenma (AI1P)



Haznauenne nuarnouropos AII® ¢ u3Ha4aibHO CHHIYKEHHOM KOHIIEHTpAIIMEel HOHOB HATPHUS B KPOBH
COIIPOBOKIAETCS PUCKOM BHE3AHON apTepUalbHOW THIOTEH3MM W/WIK OCTPOH MOYEUHOU
HEJO0CTAaTOYHOCTH (B YaCTHOCTH, y MAIUEHTOB CO CTEHO30M IOYEYHOM apTepun).

[lanuentTam ¢ apmepuanvHou  eunepmeHn3ueti W  BO3MOXHO  CHM)KEHHOH, BCJIEICTBHE
IIPEIUIECTBYIOIEr0 IPUMEHEHUs JUYPETHKOB, KOHLEHTpAalMEd HMOHOB HATpUs B KPOBH,
HEOOXOIUMO:

— 3a 3 nHA A0 Havana JyiedeHuss uHruouropom AIID mpekpaTuTh npueM AUMYpEeTUKOB. B
JanbHEeWIeM, Mpu HEO0OXOAWMOCTH, NMPUEM HEKaIMHCOeperalnero INypeTuka MOYKHO
BO300HOBUTE;

— WJIM HaYMHATh Tepanuto HHruouropom AIID ¢ HU3KUX 103, C MOCIEAYIOIIMM ITOCTENIEHHBIM
YBEITUYEHUEM JI03bI B ClIyyae HEOOXOAUMOCTH.

Ilpu xponuueckou cepoeunoil Heoocmamournocmu aedenne naruontopamu AIlD cnegyer HaunHATH
C CaMbIX HU3KHUX JI03 C BO3MOKHBIM NPEIBAPUTEIBLHBIM CHUXEHUEM 03 HEKaJuicOeperaroero
INYypETHKA.

Bo e6cex cayuasx, B mepBble Henmenu mnprema WHTHOMTOpOoB AIID y manmweHTOB HEOOXOAMMO
KOHTPOJIMPOBATh (PYHKIIMIO MOYEK (CoAepx aHue KpeaTUHUHA B IJIa3Me KPOBH).

pyaue npenapamul, cnocobHvle 6vbi36amb UNOKAIUueMuro. ampomepuyun B (6/8), entoko- u
MUHEPATOKOPMUKOUOLL  (NPU  CUCMEMHOM — NPUMEHEHUU), Mempako3akxmuo, clabumenbhvle
cpeocmea, CMUMyaupyloujue MOmMopuKy KUMeyHuKa

YBenuueHue pucka pa3BUTUS TUIOKATMEMUU (aJAUTUBHBIN 3P (DEeKT).

Heo06x0o1uM MOCTOSIHHBIN KOHTPOJIb KOHIIEHTPAIIMH KaIHs B TUIa3Me KPOBH, TP HEOOXOAUMOCTH —
ee Koppekuus. Ocoboe BHUMaHHE CIEeAyeT YyJeNATh MalleHTaM, OJHOBPEMEHHO I0JyYarolliuM
CepAcYHblE  INIMKO3UIbl. PekoMeHIyeTcs  MCIOIb30BaTh  CIAOMTENbHBIE  CPEACTBA, HE
CTUMYJIMPYIOLE MOTOPUKY KHUILIEYHUKA.

baxnogen

OTMevaeTrcsi yCUJICHUE aHTUTUTIEPTEH3UBHOTO Y eKTa.

[MTarieHTaM HEOOXOIUMO KOMIICHCHPOBATh TOTEPIO JKUAKOCTH M B Hadalle JCUCHHs THIATEIbHO
KOHTPOJUPOBATh (DYHKIIHIO ITOYEK.

Cepoeunvie enuxko3uobl

['umokanuemMus: W/ TUIIOMarHUEeMUsi MOKET MPOBOLIMPOBATh YCHUJICHHE TOKCHYECKUX d(PPEeKTOB
CEepJICYHBIX TTTUKO3UI0B. [IpH 0THOBpEeMEHHOM MTPUMEHEHUN WHIATIAMUIa U CePICYHBIX TVIMKO3HIOB
clielyeT KOHTPOJIUPOBATh KOHIIEHTPAIIMIO Kallsl U MarHus B T1a3Me KpoBH, nokazatenu DK, u, npu
HEO0OXOIUMOCTH, KOPPEKTUPOBATH TEPAITHIO.

KomOuHanuu, TpeOyrome 0co00ro BHUMaHUs

Annonypurnon

CoBMecTHOE TPUMEHEHHE C WHJAMaMUIOM MOXKET TIOBBIIATh PUCK PA3BUTUS PEAKIHUN
THIIEPYYBCTBUTEIBHOCTH K JIJIONYPUHOIY.

KomOunammu, TpedyroIye BHUMaHUS

Kanuiicbepezarougue ouypemuxu (amunopuod, CRUPOHOIAKMOH, MPUAMIMEPEH)

KomOuHupoBaHHas Teparus HHAAMTAMHUIOM U KaaHicOeperaonMmMe JHypeTHKaMH IIeJIecoo0pasHa y
HEKOTOPBIX MAI[MEHTOB, OJIHAKO TPU 3TOM HE UCKJIFOYACTCSI BO3MOKHOCTD Pa3BUTHS TUIIOKATUEMUU
WA TUTIEPKATHEMUN (0OCOOEHHO Y MAlMEHTOB C TOYEYHON HEIOCTATOYHOCTHIO HITH Y MAI[HEHTOB C
caxapHbIM JHA0ETOM).

Heo6xommmMo KOHTpOIMPOBATH KOHIICHTPAIMIO Kajus B Tia3Me KpoBu, mokazatenu OKI' u, mpu
HE00XOIUMOCTH, KOPPEKTUPOBATH TEPAIHIO.

Memdghopmun



@OyHKIMOHANBHAS IOYeYHas HEJOCTAaTOYHOCTh, KOTOpas MOXKET BO3HHMKaThb Ha (OHE IpHueMa
JIMYPETUKOB, OCOOCHHO TETJIEBBIX, MOBBIMIACT PUCK PA3BUTHS HHIYLHUPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHUCJIOTO alua03a.

He cnenyer npuMeHsTs MeTHOPMHH, €CITH yPOBEHB KPEAaTHHHIHA B TTa3Me KPOBH IIPEBbITIIAeT 15 Mr/mn
(135 mxMonb/m) y my>xunH 1 12 mr/a (110 MKMOJIB/JT) y JKEHITUH.

Hoocooepacawue konmpacmuvle seujecmea

B cnyuae o6e3BoxuBaHMs OopraHu3Ma Ha (oHe MpuemMa JIUypeTUYeCKUX MPernapaToB yBEIMYHUBACT
PHCK pa3BUTHs OCTPOU MOYEYHON HEJOCTATOYHOCTH, OCOOEHHO MPHU HCIIOIB30BAaHUU BBICOKUX 03
HOACOEpKAIKUX KOHTPACTHBIX BELIECTB.

Ilepen npuMeHeHHEM HOJCOACPKAIMMX KOHTPACTHBIX BEIIECTB MAIlMEHTaM HE00XOJIUMO
KOMIIEHCUPOBATH IIOTEPIO KUIAKOCTH.

Tpuyuxnuyeckue anmuoenpeccanmol, AHMUNCUXOMUYECKUe NPenapamol
IIpenapaTel 3THX KJIacCOB OKAa3bIBAIOT AHTUIMIIEPTEH3MBHOE JEHCTBME U YBEIMYMBAIOT DPUCK
Pa3BUTHS OPTOCTATHUECKOW TMITOTEH3UH (aAUTUBHBINA YPPEKT).

Kanvyuii (conu)
[Tpu oTHOBpEMEHHOM MPUMEHEHUH BO3MOYKHO Pa3BUTHE THIICPKAIBIIEMHH BCIICICTBUC CHUKCHHSI
BBIBEJICHHSI HIOHOB KaJIbIIMsI IOYKAMH.

Luxnocnopun, maxponumyc
Bo3MoxHO yBennueHne KOHIIEHTPalui KpeaTUHNHA B TJIa3Me KPOBU 0€3 U3MEHEHUs! KOHLEHTpaIuu
LUPKYJIUPYIOLIEro MUKIOCIIOPUHA, 1a)Ke IIPU OTCYTCTBUU ITIOTEPU BOJBI U HOHOB HATPHSL.

Kopmuxocmepouounsie npenapamul, mempaxo3zakmuo (cucmemHoe npumereHue)
CHW)XEHHE aHTUTHIIEPTEH3UBHOTO 3(deKTa (3amepKKa BOIbI W HOHOB HATPHUS B pe3yibTare
JEHCTBUS KOPTUKOCTEPOHIOB).

4.6. DepTUIBHOCTH, 0€PEMEHHOCTD H JIAKTAILUSA

bepemeHHOCTD
B HacTosmuii MOMEHT HET 1OCTATOYHOTO KOJIMUECTBA JIAHHBIX O TPUMEHEHUH UHIaaMiuia BO BpeMs

6epeMeHHOCTI/I (OHI/ICEIHO menee 300 cnyqaeB). I[J'II/ITCJ'IBHOC MNPUMCHCHUC TUA3UIHBIX TUYPECTHUKOB B
TPETHEM TPUMECTPE 6CpCMCHHOCTI/I MOJKET BbI3BAaTh T'MIIOBOJICMHUIO Y MAaTCPHU U CHUIKCHUC MATOYHO-
IUTAIEHTAapHOT'O KPOBOTOKA, YTO IMPUBOJAUT K q)CTOHHaHeHTapHOﬁ HIIEMHUHU W 3aJICPIKKEC PA3BUTHUA
mioaa.

HccnenoBanus Ha )KMBOTHBIX HE BBISIBIUIA MPSMOTO WIIM HETIPSMOTO TOKCHYECKOTO BO3/ICUCTBUS HA
penponyKTUBHYIO GyHKIHIO (CM. paznen 5.3).

B xadecTBe MepbI MPETOCTOPOKHOCTH PEKOMEHAYETCS U30eraTh MpUMEHEHHs MHIaaMK/ia BO BpeMs
OCpEeMEHHOCTH.

JlakTaius
JlaHHBIX O TIPOHMKHOBEHWU WHJIANAMHJIa WJIA €r0 METaOOJUTOB B TPYJIHOE MOJIOKO Y YEIOBEKa

HEJO0CTaTOYHO. Y HOBOPOXACHHOI'O ITPU 3TOM MOXKCT Pa3BUTHCA IMOBLIIICHHASA YYyBCTBUTCIBHOCTD K
IMPOU3BOJHBIM Cy.]'II)(l)OHaMI/I)Ia u TUIIOKAJIMEMUSI. B CBs3HU C OTUM, PHUCK JJIsL
HOBOpO)K,Z[CHHOFO/MJ'IaI[CHL[a HE MOJKET OBITh UCKJIIOUCH.

I/IHHaHaMI/IJI OMM30K K THA3UAHBIM JUYPETUKaM, IIPHUEM KOTOPBIX BbI3BIBACT YMCHBLIICHHC
KOJIMYCCTBA I'PYAHOI'0O MOJIOKA MJIK OaXKC IMMOAABJICHUC JIAKTAllUH.

HpI/IMeHeHI/Ie HHAanaMuaa B €pruoa rpyaHoro BCKapMIIMBaHUS HE pCKOMEHAYCTCH.

DepTHIbHOCTD




HccnenoBanust penpoJyKTUBHOM TOKCHMYHOCTHM NOKa3ajlu OTCYTCTBHME BIMSHUS Ha (EPTHIBHOCTh
CaMOK U CaMIIOB KpbIC (cM. pa3zen 5.3). [IpennonoxuTensHo, BIUsIHUE Ha GepTUILHOCTD Y YeIOBEKa
OTCYTCTBYET.

4.7. Bausinme Ha CHOCOOHOCTHb YNPABJATH TPAHCIOPTHBIMHM CpeacTBaMH U padoraTh ¢
MeXaHM3MaMH

ApudoH perapa He BIHSCT HA HAPYIICHHE BHUMAHUS, HO B HEKOTOPBIX CIydasXx MOTYT BO3HHUKATh
peaKIiy, CBS3aHHBIC CO CHIDKEHUEM apTepHAIbHOTO JaBIICHHs, OCOOCHHO B HaJalle TePallH HJIH
npu  J100aBIEHUU K TPOBOJAMMOHN Tepanmuu JPYTUX AaHTUTHIIEPTCH3UBHBIX JICKAPCTBEHHBIX
npemnaparoB. B pesynbraTe COCOOHOCTH YIPABISATh aBTOMOOWJIEM WM JPYTUMH MEXaHHU3MaMU
MOJKET OBITh HapyIIIeHa.

4.8. HexenaTejbHble peakun

Pesrome H‘[)Od)I/IJBI 0€30IaCHOCTH

Haubonee yacTeIMU HeEXKeIaTEILHBIMU pe€aKkuusMHu, 0 KOTOPBIX COO6H_I€LTIOCB, ObLIH TMITIOKaJINCMHUA,
pCaKknuuu MMOBEIIICHHOM YYBCTBUTCIIbBHOCTH, B OCHOBHOM JACPMATOJIOTMYCCKUC, Yy HNAOUCHTOB C
NpeaApPacCIIONIOKCHHOCTBIO K AJUICPIUYCCKUM W ACTMATHYCCKUM PCAKIUAM, a TaKXKE MaKyJIo-
MaiyJie3Has ChbIIlb.

TabnuyHo€E pe3toMe HEKEIATEIbHBIX PEAKIUI

Yacrota MOOOYHBIX pPEAKIUH, KOTOpPHIE OBLTM OTMEYEHBI BO BpEMs TEpalMH WHAAIAMHUIOM
MIpUBE/ICHA B BUJIE CJIEAYIONICH rpagauu: oueHb yacto (=1/10); gacro (=1/100, Ho <1/10); HEewacTo
(=1/1 000, HO <1/100); penko (=1/10 000, o <1/1 000); ouenr penko (<1/10 000), gacrora
Hen3BeCTHA (HAa OCHOBAHMH MMECIONIUXCS JTAHHBIX OLICHHTh HEBO3MOXKHO).

Hepeqeﬂb CUCTECMHO-

Yacrora
opransbix KjiaaccoB (COK)

HexesaTebHbIe peakunu

Hapymenust co ctopoHnbl
KpOBH M TUM(paTUIECKON

ArpaHyJIOIUTO3

OueHsb penko

Annactuyeckas aHeMus

OueHsb penko

I'emonutuueckas aHeMus

OueHsb penko

CHCTEMBI JlelikoneHnust Ouensb penko
TpomOouuToneHus Ouenb penko
['unokanuemus (cM. pasznen 4.4) Yacro
['unonatpuemus (cm. paszaen 4.4) Hewacro
Hapymenus merabonusma u
I'mnomaranemus Penxo
MUTaHUS
I'mnoxnopemus Penko
I'unepkansruemus OueHb penko
Bepturo Penxo
[ToBbIlIEHHAs] YTOMJIIEMOCTb Penko
Hapyenust co ctopoHbl ["onoBHas 6071 Penko
HEPBHOM CUCTEMBI [Tapecresus Penxo
Yacrorta
Ob6mopox
HEU3BECTHA
Yacrorta
Muonus
HEU3BECTHA
Hapymenuns co ctopoHbl Yacrorta
Heuertkoe 3penne
OpraHa 3peHus HEU3BECTHA
Yacrorta
Hapymenne 3penus
HEU3BECTHA




IlepeyeHb cUCTEMHO-

HekenarteJabHbIe peaKInu YacTora
opranubix kjaaccoB (COK) peaxn
Yacrora
Ocrtpast 3aKpbITOYTOJIbHAS TJIayKOMa
HEU3BECTHA
" Yacrota
XOopHUOUIaNIbHBINA BBIMIOT
HEW3BECTHA

Hapymenust co ctopoHnsl
cepaua

Apurmus

OueHb penko

[TonmumopdHast xKery109KOoBask TAXUKAPIHS
TUTIA «ITHPYIT» (TIOTCHIUAIBHO C JICTATBHBIM
ucxosioM) (cMm. pasnensl 4.4 u 4.5)

Yacrora
HEU3BECTHA

Hapymienust co cTopoHsl
COCY/IOB

ApTepI/Iaanaﬁ THUIIOTCH3UA

OueHb penko

Hapymenust co ctopoHnbl
KEJITYJOUHO-KHUILIEYHOT O
TpakTa

Psorta Heuacro
TomuOTAa Penxo

3amnop Penxo
CyxocTb BO pTY Penko
ITankpeatut OueHb pelIKo

Hapymenue @pyHkuuu neyeHu

OueHb penko

Bo3MOXKHO pa3BuTHE NEUEHOYHON

Hapyiienus co ctopoHbl . Yacrora
sHIIe(aNONaTHH B CIy4yae MeYeHOYHOU
TIEYEHU U HKEITYEBBIBOISIIIINX HEU3BECTHA
Vel HEJ0CTAaTOYHOCTH (CM. pazaeinsl 4.3 u 4.4).
Y Yacrora
lematut
HEHU3BECTHA
Peakuyin noBBIIIEHHON YyBCTBUTEIBHOCTH Yacto
MakyJsio-nnanyie3Has Chillb Yacto
Ilypmypa Heuacto
AHTMOHEBPOTHYECKUH OTEK Ouenb penko
Kpanusauna Ouenb penko

Hapymenust co ctopoHnbl
KOKH U MOJIKOXKHBIX TKaHEH

Toxkcuuecknii SnuAepMaIbHbIi HEKPOJIN3

Ouensb penko

Cunapom CrupeHca-/>koHCOHA

Ouensb penko

Bo3M0OKHOE yXyALIEeHUE YKE UMEIOLIEHCs Yacrorta
OCTPOM CUCTEMHOW KPaCHOM BOJYaHKHU HEU3BECTHA
Peakuuu potouyBcTBUTENBRHOCTH (CM. paszaen | Yacrora
4.4) HEU3BECTHA
Yacrora
CnasM MBIIIII
HEW3BECTHA
Yacrora
Hapymienust co cropoHbl Mplmeynas ¢i1abocThb
N o HEW3BECTHA
MBIIIIEYHOM, KOCTHOH U
N Yacrorta
COEIMHUTEIILHON TKaH! Muanrus
HEU3BECTHA
YacToTta
Pabgomumonmns
HEU3BECTHA

Hapyienust co ctopoHbl
ITOYEK ¥ MOYEBBIBOJAIINX
IyTen

IToueyHnas HETOCTATOYHOCTH

OueHb penko

Hapymenust co ctopoHbl

PENpPOIYKTUBHOM CUCTEMBI U | DpEKTHIIbHAS TUCHYHKIUS Heuacro
MOJIOYHBIX XKEJe3

JIaGopaTtopHbie 1 VY nmunenue uatepBana QT wa OKI (cm. Yacrora
MHCTpPYMEHTAJIbHbIE TaHHble | pa3nensl 4.4 u 4.5) HEU3BECTHA

9




IlepeyeHb cUCTEMHO-

HekenarteJabHbIe peaKInu YacTora
opranubix kjaaccoB (COK) peaxn

[loBeImICHHE KOHIOCHTpAaUU I'NIFOKO3bl B KPOBU Yacrora

(cm. paznen 4.4) HEU3BECTHA
[ToBblllIeHHE KOHIIEHTPAIMA MOYEBOM Yacrota
KHCJIOTHI B KpOBH (cM. pazzaen 4.4) HEU3BECTHA
[ToBbIlIEHNE AKTUBHOCTHU «I1€YEHOYHBIX) Yacrota
bepMeHTOB HEU3BECTHA

Onucanuie OTAEIbHBIX HEXKENATEeIbHBIX PEAKIINUN
B pamkax wuccrnemoBanuii I u III ¢a3el, cpaBHMBaIOUMX WHAANAMHUA B JO3UpOBKE 1,5 Mr m
2,5 Mr, BBISIBJIICHO J10303aBHCUMOE BIMSIHHE WHANaMK/1a Ha YPOBEHb Kallusl B IUIa3Me KPOBU:
— wuHAanamuj 1,5 Mr: KOHIIEHTpaIus Kajius B Iia3Me KpoBU MeHee 3,4 MMOJIb/1T HabJto1anach
y 10 % nanueHToB, ¥ KOHIICHTpALXs KaJIis B IUIa3Me KpOBH MeHee 3,2 MMOJIb/1 HabJroaanach
y 4 % mnamuenToB uepe3 4-6 Hexenp nocie Hadana Tepanuu. [locne 12 Henmenws Tepanuu
CpeIHee CHIDKEHUE KOHIICHTPAIMH Kallvs B TUTa3Me KpoBU cocTaBisuio 0,23 MMOJIB/II.
— WHAanamMua 2,5 Mr: KOHIEHTpAIHs Kallis B IJ1a3Me KpoBH MeHee 3,4 MMOJIb/11 Habroaanach
y 25 % manuenToB, ¥ KOHIEHTPAIHS KaJIUs B IJ1a3Me KPOBU MeHee 3,2 MMOJIb/JT Ha0JII01a1ach
y 10 % nauuenToB uepe3 4-6 Henenb nocie Havana tepanuu. [locne 12 Henmens Tepanuu
CpeIHee CHIDKEHUE KOHIICHTPAIMH KaJIUs B T1a3Me KpoBu cocTapiisuio 0,41 MMob/II.

Coob11eHne 0 10/103pEBAEMbIX HEXEJIaTEeIbHbIX PEAKIMIX

BaxHo coo0marh O MOJO3PEBAaEMBIX HEKENATENBHBIX pEAaKUUsAX I0CIe  PErucTpaluu
JIEKapCTBEHHOI'0 Ipernapara ¢ I1eJbl0 00eCleuyeHUs] HeNpepbIBHOIO MOHUTOPHUHIA COOTHOIIEHUS
«T0JIb3a — PHCK» JIEKAPCTBEHHOTO Tpenapara. MeAMIMHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
coo01IaTh O JIOOBIX M0103PEBAEMBIX HEXKEJIATEIIbHBIX PEAKIMAX JEKAapCTBEHHOr0 IpenapaTa yepes
HAIlMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEJIATeNbHbIX peakUusiX TOoCyJapCcTB — YJICHOB
EBpa3suiickoro 3KOHOMHU4ECKOI0 COI03a.

Poccuiickas @enepanns

denepanpHas ciyx0a mo Hag30py B cdepe 3npaBooxpaneHus (Pocsnpasuaazop)

Anpec: 109012, r. MockBa, CnaBstHCKas 1101aib, 1. 4, cTp. 1

Temn.: +7 (800) 550 99 03

On. mouta: pharm@roszdravnadzor.gov.ru uiau npr@roszdravnadzor.gov.ru

CaiiT B M”HGOpMaIIMOHHO-TEIEKOMMYHHUKaIIMOHHON ceTH «HTepHeT»: http://roszdravnadzor.gov.ru

Pecriybnuka Apmenust

I'HKO «IleHTp sKcriepTU3bl J€KAPCTB U MEAUIIMHCKUX TEXHOIOTHID)

Anpec: 0051, r. EpeBan, np. Komuraca, 49/5

Temn.: (+374 60) 83 00 73, (+374 10) 23 16 82, (+374 10) 23 08 96

['opsiuas nuHMS OTAETa MOHUTOPUHTA Oe3omacHocTH jJekapets: (+374 10) 20 05 05, (+374 96) 22 05
05

On. moura: info@ampra.am, vigilance@pharm.am

http://pharm.am

Pecniybnuka benapych

VII «l1leHTp 3KCnepTH3 U UCIBITAHUN B 3PABOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapuiieckuii nep., 2a

Ten.: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

On. moura: repl@rceth.by

http://www.rceth.by

Pecry6nmka Kazaxcran
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PI'TT nma I[IXB «HauuoHanbHBId LEHTP 3KCHEPTHU3bl JICKAPCTBEHHBIX CPEACTB M MEIULIMHCKHUX
m3nenmity  Komurera MemuuumHCKOTO ©  (papMareBTHYECKOrOo  KOHTpOJsi MUHHUCTEpCTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonslp, yi. A. Umanosa, 13 (bL «Hypcayner 2»)

Ten.: +7 (7172) 235 135

On. mouta: farm@dari.kz

http://www.ndda.kz

4.9. Ilepeno3mpoBka

CHMOTOMEI
WNunanamun naxe B o4eHb BHICOKUX A03ax (10 40 mr, T.e. B 27 pa3 O0JblIIe TEpareBTUUYECKOM J103b1)
HE 0Ka3bIBaeT TOKCUUYECKOTO JEHCTBUSL.

[Ipu3Haku OCTpOro OTpaBJICHHS JICKAPCTBEHHBIM IIPEMapaToM B IMEPBYIO OYEpeb CBSI3aHbI C
HapyUICHHEM BOJHO-3JIEKTPOJIUTHOTO OanaHca (THIOHATPHEMHUs], TUIIoKanueMus). M3 kimHndeckux
CHUMIITOMOB IICPCAO3HUPOBKU MOI'YyT OTMCYUATLCA TOIIHOTA, pPBOTA, apTCpHAIbHAd TIHMIIOTCH3UA,
CYJIOpOTH, BEPTUTO, COHJIMBOCTb, CITYyTAHHOCTb CO3HAHUS, MOJIUYPUS WIH OJIUTYPHUS C BO3MOXKHBIM
MEePEX0I0M B aHYPHIO (BCIICICTBUE TUTIOBOJIEMHH ).

Jleuenue

Mepbl HEOTJIOKHOM TIOMOIIM CBOIATCS K OBICTPOMY BBIBEJACHHUIO TIpernapara M3 OpraHu3Ma:
MPOMBIBAaHUE JKEIyJKa W/WIUW Ha3HAYCHHE aKTUBHPOBAHHOTO VYIJs, C  MOCJIETYHOIIUM
BOCCTAHOBJICHHEM BOJHO-3JICKTPOJIMTHOTO OaaHca B CICIUAIM3UPOBAHHOM OT/ICIICHHH.

5.  ®APMAKOJOI'MYECKHUE CBOMCTBA

5.1. ®dapmakoaMHaAaMHYeCKHe CBOHCTBA

dapmakoTepaneBTHUECKas TpyIna: TUypeTUKH; THa3UI0MOA00HbIE JUYPETUKH; CYIb(OHAMMU/IBI.
Koxg ATX: CO3BAI11

MexaHu3M J1eHCTBUS

Wupanamuy OTHOCUTCS K TPOU3BOJAHBIM CyJIb(OHAMHJA C MHAOJBHBIM KOJIBLIOM U IO
(apMakoJIOTHYECKUM CBOWCTBAM OJIM30K K THA3UAHBIM JAMYPETHKaM, KOTOpbleé HHTHOUPYIOT
peabcopOLuI0 HOHOB HATPUSI B KOPTHUKAIBHOM CErMeHTe NeTiu HedpoHa. [Ipu 3ToM yBenuuuBaercs
BBIJICJICHUE TIOYKAMHU MOHOB HATpPHs, XJIOpa M, B MEHBIIEW CTENEHH, NOHOB KalMsl U Mar"us, 4To
COIIPOBOXAAETCS YBEIUUYEHUEM INYpEe3a U TUIOTEH3UBHBIM 3(PPEKTOM.

dapmakoanHamuueckue 3G HeKThl

B ximHnyeckux wuccnenoBanusx II u Il ¢a3sl npu npuMeHeHHMHM HWHAANaMUJa B pEXHUME
MOHOTEpanuu ObUT MPOAEMOHCTPUPOBAH T'HIOTEH3UBHBIN 3(dekT, coxpaHsromuics B TeyeHHE
24 gacoB. ITO 0TMEUaI0Ch Ha (POHE /103, OKA3BIBAIOIINX CI1A00€ TUYPETUUECKOE JEHCTBUE.

AHTUTUNIEPTEH3UBHAsT aKTUBHOCTh MHJANaMMJIA CBSi3aHA C YIYUIIEHUEM 3JIACTHYECKUX CBOMCTB
KPYIHBIX apTepuUil, YMEHbIIEHHEM apTEePHOJSIPHOrO W 0OIIero mnepudepruieckoro CocyaucToro
COIIPOTHBIICHUS.

NunanamMu yMeHbIIAET TUTIEPTPOPHIO JEBOTO KEITyA0UKa.

[Tpu HOCTH)KEHMM OMPEAETCHHOM O3Bl THA3UIHBIX U THA3UIONOAOOHBIX JUYPETHKOB OTMEYaeTCs
IJ1aTo TepaneBTUYeckoro 3d@exra, B TO BpeMsi KaKk 4acToTa MOOOYHBIX A(P(EKTOB MPOIOSIKAET
YBEJIMUUBATHCS TIPU JaJIbHENIIEM MTOBBIILIEHUY 10361 Ipenapara. [loaromy He cieayeTr yBenuuuBarh
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7103y TIpernapara, ecii Py MPUMCHEHHH PEKOMEHIOBAHHOHN 703l HE TOCTUTHYT TepareBTHUSCKHI
¢ dekr.

B xopoTkux, cpegHeil MIMTENbHOCTH U JOJTOCPOYHBIX HCCIECNOBAHUAX C y4aCTHEM IALMEHTOB C
apTepualIbHOM runepTeH3uen OblIo MOKA3aHOo, YTO MHAAaMML:
— HE BIMSET Ha MOKa3aTeNl JHUIUIHOTO 0OMEeHa, B TOM YHCJEe Ha YPOBEHb TPUIIIUIEPHUIOB,
X0JIECTEPUHA, JIMIIONIPOTEUHOB HU3KOM IJIOTHOCTH U JIMIIONIPOTEUHOB BBICOKOM IIJIOTHOCTH;
— He BIUSET Ha IoKa3aTelu oOMEHa YIJIEBOJOB, B TOM YHUCIIE Y NAIlMEHTOB C CaXapHbIM
MadbeToOM.

5.2. ®apmakoknHeTHYeCKHe CBOIICTBA

B rtabnerkax ApudoH perapn AelcTBYyIOIIee BEIIECTBO HAXOJUTCS B CIELUUAIbHOM MaTpUKCe-
HOCHTEJIE, O0ECIICUMBAOIIEM IMPOJIOHTUPOBAHHOE BHICBOOOXKIICHUE WHIAMAMHIA B JKETYIOYHO-
KHUILIEYHOM TPAKTE.

AOGcopbrms
BoicBOOOMBIIINIICS HMHAAMAMUA OBICTPO M TOJHOCTBIO BCACHIBACTCS B IKEIYJOYHO-KUIIIEYHOM

TpaxTe.

[Tpuem MUIKM HE3HAYMTEILHO YBEIHMYUBAECT BPEMsl BCACBHIBAHMUS, HE BIIUSSL MPH 3TOM Ha MOJHOTY
abcopOrumu.

MaxkcruManbHasi KOHIIEHTpaLus B IU1a3Me KPOBU JOCTUraeTcs uepes 12 yacos nocie npueMa BHyTpb
OJTHOKpaTHON 103bl. [Ipy MOBTOPHBIX MpHEMax KoJieOaHWs KOHIICHTPALWHU Tpenapara B IUIa3Me
KPOBH B IIPOMEXKYTOK MEXKy IIPUEMaMHU IIpelapara CrilaXuBaroTCs.

CymiecTByeT HHAMBUIYalIbHAS BapuaOeIbHOCTh MOKa3aTeel BcachklBaHU Mpernapara.

Pacnpenenenue
Oxoino 79 % npenapata cBs3bIBaeTCs ¢ OenkamMu I1a3Mbl KpoBU. [lepuost nosnyBbeIBeieHN Ipenapara
coctapinsieT 14-24 yaca (B cpeaneM, 18 gacoB).

PaBHOBeCHas KOHIEHTpALMS JOCTUTAETCS Yyepe3 7 JHeW mpuema mpemnapara.
[Tpu moBTOpHOM MpHEMe Mpenapara He HaOII0AaeTCs ero KyMyJIsIuu.

buotpanchopmanus
WMupanamu BBIBOJUTCS B BUJE HEAKTUBHBIX MeTaOOMUTOB, B OCHOBHOM moukamu (70 % ot
BBEJICHHOM J103bI) U uepe3 KuleuHuk (22 %).

Oco0ble rpynibl NalueHToB

Iloueunas neoocmamounocmo

VY NanueHToB € IMOYEYHON HEJAOCTaTOYHOCTHIO (papMaKOKMHETHKA JIEKapCTBEHHOIO Ipernapara
ApudoH perapa He U3MEHSETCS.

5.3. lanHbI€e MO JOKJIMHUYECKOH 0€30MacHOCTH

I/ICCHGHOBaHHﬂ HHAAnaMujaa HE MMoKa3ajin MyTarCHHbIX UJIM KaHICPOTCHHBIX CBOWCTB.

IIpu mnepopaJbHOM BBEIEHMHM HWHAANAMHMJIA B MAaKCHUMaJbHBIX J103aX  (MPEBBIMIAIOLINX
TepamneBTHUecKyto B 40—8000 pa3) pa3HbIM BUJJaM )KUBOTHBIX BBISIBIEHO YCHIIEHUE TNy PETHUECKOTO
neicTBus npemnapara. B nccienoBaHusax ocTpoil TOKCMYHOCTH WHIANaMK/1a IPU €r0 BHYTPUBEHHOM
WIA UHTpPAlepUTOHEATbHOM BBEJACHHWU OCHOBHBIE CHUMITOMBI ObUIM  OOYCJIOBJEHBI €0
(bapMaKoJIOTUYECKOW aKTHUBHOCTHIO, HampuMep, OpaJMIHO? M paclIMpeHue nepudepruueckux
COCY/JIOB.

B HUCCIICAOBAHUAX peHPOJIYKTI/IBHOI\/II TOKCHUYHOCTH HE BBIABJICHO 3M6pI/IOTOKCI/I'—IeCKOFO u
TEPAaTOrCHHOI'O ILCI‘;ICTBHSI.
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He BbIsIBIIEHO BO3/A€HCTBUS HAa PENIPOTYKTUBHYIO QYHKIUIO Y KpbIC 000€ro moJja.
6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. IlepeuyeHb BcnoMoOrateJibHbIX BellleCTB

I'mnpomennosa

JlakT03B6I MOHOTHIpAT

Maruus creapar

IToBunmon 30

KpeMHuust AHOKCH KOJITIOUTHBIN O€3BOHBIN

IInenounas obonouxa
['munepon
I'unpomennosza
Maxporon 6000
Marnus creapar
Tutana TMOKCU]

6.2. HecoBMecTHMOCTH

He nmpumennmo.

6.3. Cpok roaHocT# (CpOK XpaHeHHs)

2 roja.

6.4. Oco0Obie MepbI IPEIOCTOPOKHOCTH NPHU XPaHEHUH

Xpauutb npu Temieparype He Boie 30 °C.

6.5. Xapaxrep H conep:kaHHe YIIAKOBKH

ITo 30 Tabnerok B ymakoBKy s4eikoByto KOHTypHyw (Omuctep) (IIBX/Am). Ilo 1 ymakoBke
AYEHKOBON KOHTYpHOH (OnMcTEpy) € JHMCTKOM-BKIQJBILEM B MayKy KapTOHHYIO C KOHTpOJEM
MIEPBOrO BCKPBITHS (ITPH HEOOXOIUMOCTH).

YnakoBKa Juisl CTallMOHAPOB:

ITo 30 Tabnerok B YNakoBKY siuelKoBYI0 KoHTypHyto (Omucrep) (IIBX/An). Ilo 3 ynakoBku
AYEHKOBOM KOHTYpHOH (OnmcTepa) ¢ paBHBIM KOJMYECTBOM JIMCTKOB-BKIIQJBIINIEH B TMauyKy
KApTOHHYIO C KOHTPOJIEM MIEPBOT0 BCKPBITUA (IIpU HEOOXOJUMOCTH).

6.6. Oco0Obie MepbI IPEIOCTOPOKHOCTH NPH YTHIM3AIUH HUCIIO0Jb30BAHHOIO JIEKAPCTBEHHOI0
npemnapara wjim 0TxXxoA0B, MOJYYCHHBIX IMOC/IE€ NMPUMEHCHUA JICKAPCTBCHHOI'O mnpemnapara,
ApYyrue MAHUMYJISIKHU € PenapaTom

Oco0sbie TpeOOoBaHUS OTCYTCTBYIOT.
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7. JAEPXKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

OpaHuus

«JIaboparopuu CepBbey» / Les Laboratoires Servier

50, yn. Kapno, 92284 Cropen Cenexc, @panmus / 50, rue Carnot, 92284 Suresnes Cedex, France

7.1 llpeacraBuTe b Aep:KaTessi PErHCTPAIIMOHHOTO YA0CTOBEPEeHUA

[IpereH3un nmotpeduTENCH HAMPABISATH IO AAPECY:

Poccuiickas ®@enepanus Pecny6nuka Kazaxcran

AO «CepBbe» TOO «CepBbe Kazaxcran»

Anpec: 125196, r. MockBa, yiu. Jlecnas, nom 7,  Agpec: 050020, r. Anmartsl, np. docteik, 31007
atax 7/8/9 Ten.: +7 (727) 386 76 62

Ten.: +7 (495) 937 07 00 On. nmoura: kazadinfo@servier.com

D1, mouTa: servier.russia(@servier.com

Pecniy6nuka benapychb PecriyOnuka ApmeHus

[TpencraBurtensetBo YAO «Les Laboratoires [IpencraBuTenbcTBO KOMIaHuu «Jle

Servier» (®paniysckas PecnyOnrka) B Jlabopatyap CepBbe» B PecriyOnnke ApmeHus
Pecrrybnuke benapych Anpec: 0002, r. EpeBan, Kentpon, yi.

Anpec: 220030, r. MuHck, yi. MscaukoBa, 70,  Amupsna, 15, maraszun 100

o¢. 303 Ten.: (+374 10) 50 50 74

Ten.: +375 (17) 306 54 55/56 Dn. modra: pvarmenia(@servier.com

O1. noura: officeBY (@servier.com

8. HOMEP (HOMEPA) PETUCTPALHMOHHOI'O YIOCTOBEPEHUA
Poccuiickas ®@enepanus: JITI-Ne(000156)-(PT"-RU)

Pecniy6nuka Kazaxcran: JIIT-Ne000156-T'TI-KZ

Pecriy6muka Apmenus: JITT-Ne000156-T'TI-AM

Pecny6nuka benapycs: JIIT-Ne000156-I'TI-BY

9. KATEI'OPUSA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN IpenapaT OTHOCUTCS K KATETOPUH OTITYCKA MO PELENTY.
OO1m1ast XxapakTepHCTUKa JIEKapCTBEHHOT 0 mpemnapara ApudoH perap JOCTyIIHA B €IUHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpa3uiickoro SKOHOMMYECKOTO COK03a M Ha

oduIMaTEHOM caiite YIOJTHOMOYEHHOTO opraHa (9KcTIepTHOM OpTraHH3aIlIH)
https://eec.eaeunion.org/.

Ono6peno M3 PO 26.08.2026
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