OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

Apudon perapa, 1,5 mr, TabineTku ¢ NPOJOHTMPOBAHHBIM BBICBOOOXKICHHUEM, IOKPBITHIC
IUIEHOYHOU 000JI0YKOM.

2. KAYECTBEHHBIA U KOJJMYECTBEHHBII COCTAB

JelicTBytolee BENIECTBO: HHAATIAMHU/I.

Kaxxgas Tabnerka ¢ MpoJIOHTMPOBAaHHBIM BBICBOOOKIACHUEM, TOKPBITas MJICHOYHOW 000I0YKOI,
coaepkut 1,5 Mr nnnanamua.

BcnoMorarenbHble BellecTBa, HAIMYME KOTOPBIX HAN0 YUYHUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npernapara: JakTo3bl MoHoruapat — 124,5 mr (cm. pasnen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBENIECH B pazaene 6.1.
3. JIEKAPCTBEHHAS{ ®OPMA

TabneTku ¢ MPOJIOHTMPOBAHHBIM BBICBOOOXKIEHUEM, TTOKPBITHIE TNIEHOUYHOM 000JI0YKOH.

Kpyrible, 1BOSKOBBIMYKIIbIE Ta0JIETKH, MOKPHITHIE TUIEHOYHON 000JI0UKOM, Oe0ro 1BETa.

4. KJIIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

ApudoH petap] nokazaH Jisl ISUCHUS apTepUATbHON TUIIEPTEH3UH Y B3POCIIBIX.
4.2. Pexxum 103MPOBAHUSA U CNIOCO0 MPUMEHEHMS

PexxuM 103upoBaHus

[Ipumensiercs mo 1 TabneTke B CyTKH, KEIATSIBHO yTPOM;

IIpyn jeyeHuM NAUMEHTOB C apTEPUAILHON TUIIEPTEH3MEHW YBEIMYEHHME 03Bl IIpernapara He
IPUBOIUT K YBEIWYECHHIO AHTUTMIIEPTEH3UBHOIO JAEWUCTBHSA, HO YCWIMBAET AMYPETHUUYECKUMN
(camypernueckuit) 3G hexT.

Oco0rIe I'pynIbl TanMEHTOB

THayuenmoi ¢ Hapywenuem gyukyuu novex (cm. pazoenst 4.3 u 4.4)

[IpumMeHeHre MPOTUBOMOKA3aHO MALMEHTaM C TSDKEJION MOYeYHONH HEAOCTaTOUHOCTHIO (KIHMPEHC
KpeaTuHuHa MeHee 30 MJI/MUH).

TuazuaHble ¥ THA3UIONOA00HBIE IUYPETUKH B TOJTHOM Mepe 3¢ (HEeKTUBHBI TOJIBKO Y MAIIUEHTOB C

HOpMaJIbHOU (DYHKIMEH MOYEK WM ¢ MUHUMAJIbHBIMU €€ HapyIICHUSIMH.



Tlayuenmul ¢ Hapywenuem gynxyuu newenu (cm. pasoenvt 4.3 u 4.4)
[IpumeHeHre MPOTUBOMOKA3aHO MAMEHTAM C TSDKEJIBIM HapyIeHneM (yHKIUHU TIeUeHH.
Tayuenmoi nosxcunozo 6o3pacma (cm. pazoen 4.4)
VY NOXUJIBIX MAIlMEHTOB CJIEAYET KOHTPOJIUPOBATh COJAEpKAHUE KpPeaTWHHHA B IIa3Me KPOBH C
y4eTOM BO3pacTa, Macchl Teiaa W moja. JlekapcTBeHHBINM mpemapar ApudoH peTapa MOXKHO
HA3HAYaTh MMOKUIIBIM MAIUEHTaM ¢ HOPMAJIbHOH (PYHKIIMEH OYeK WM TOJIBKO C MUHUMAaThHBIMU
€¢ HapyIICHUSIMHU.

eTu
be3onacHocTh 1 3(pPEeKTUBHOCTh MPUMEHEHHS JICKAPCTBEHHOTO Tpernapara ApudoH pertapn y
JETeH U MOJIPOCTKOB HE YCTAHOBJICHKI. [IaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

BHyTpb; TabseTKy cieayer nIporiaThiBaTh LEIUKOM, HE pa3KeBbIBasi, 3alIMBas BOJOMH.

4.3. IIporuBomoka3zaHus

— I'unepuyyBCTBUTENBHOCTD K AEHCTBYIOLIEMY BELIECTBY, APYTUM IIPOU3BOIHBIM CYyIb(hOHAMH A

WX K JTI000MY M3 BCTIOMOTaTeIbHBIX BEIIECTB Mpernapara, IepeunciIeHHbIX B pa3aene 6.1;
— Tspkenas movyedHast HEIOCTATOYHOCTH (KIUPEHC KpeaTnHUHA MeHee 30 MJI/MUH);
— Iledenounast sHIIE(ATONATHS HITH TSHKEII0€ HapylieHHe (yHKIIMH TICUCHH,

— T'mnokannemus.

4.4. OcoOble yka3aHHus U MepPbl MPETOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBIO

Hapymenust pyHKIUY MEeYeHN U MMOYEK JIETKOM MM YMEPEHHOM CTENeHU TSDKECTH, HapyIIeHHS
BOJIHO-3JIEKTPOJIMTHOTO OajlaHca, IPUMEHEHHUE Y MALMEHTOB C YBEJIWYeHHBIM HHTEepBasioM QT Ha
OKI', npruMeHeHre y UCTOUIEHHBIX MAalMEHTOB, Y MAlWEHTOB, MOJYYalOUUX OJHOBPEMEHHYIO
TEpanuio Ipenaparamy, KOTOpble MOryT yBenuuuBaTh uHTepBan QT, coderanHas Ttepamnus
JICKapCTBEHHBIMHM ~ IIpEMapaTaMy, CIIOCOOHBIMH BBI3BATh IMOJUMOPHHYIO KEIIyIOYKOBYIO
TaXWKapAUIO TUTIA «ITUPYIT», IPerapaTaMy JINTHS, JIEKapCTBEHHBIMU ITpeTapaTaMu, ClIOCOOHBIMH
BBI3bIBaTh TMIIOKAIUEMHUIO MU CEPJICYHBIMU INIMKO3UAaMHU (cM. paznen 4.5), nepudepuyeckue
OTeKM WM acUuT, ulIeMuueckas OOJe3Hb cepJua, cepledyHas HeJOCTaTOYHOCTb,
THIIepIapaTupeos3, caxapHblil qualdeT, TUIIEpYpUKEMHUS U Iojarpa, ajjiepruyeckas peakuus Ha
NEHULWIJINH B aHAMHE3E.

Oco0snle yKazaHus

Hapywenusa ¢pynxyuu nevenu
[Ipu Ha3HAYEHUH THA3UAHBIX U THA3UAOMOAOOHBIX JUYPETUKOB y MALMEHTOB C HApyIICHUSIMH
(YHKLIMU TeYeHH, OCOOCHHO B CIIydae HapyIICHUS BOJHO-3JIEKTPOIUTHOIO OayiaHca, BO3MOXKHO
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pa3BUTHE EUEHOYHOM HHIIePaTONaTHH, KOTOPAst MOKET MPOrPECCUPOBATH /10 TEYEHOYHON KOMBI.
B sTOM ciyuae npuMeHeHre JUYpPETUKOB CIIEyeT HEMEAJIEHHO IPEKPaTUTh.

Peaxyuu pomouyscmeumenvrocmu

CooOuranoch 0 ciayyasix pa3BUTHS peakiuil (OTOUYBCTBUTENLHOCTH Ha (POHE MpuemMa THa3HIHBIX
U THA3UAONOJOOHBIX JUYpeTHKOB (cM. pasmen 4.8). B cmywae pasButHs peakuuid
¢doTouyBCcTBUTENHHOCTH Ha (OHE mpueMa JIEKAPCTBEHHOTO IIpermapata pPEKOMEHIYEeTCs
NPEeKpaTuTh JieueHue. Eciu TOBTOpHOE Ha3HAueHUE IUYpPETHKA TMPU3HAHO HEOOXOIUMBIM,
PEKOMEHIyeTCsl 3alMINATh OTKPBITHIE YYAaCTKM OT COJIHEYHBIX Jy4Yeld WM HCKYCCTBEHHBIX
yIbTPaQUOICTOBBIX JTyUuel Thma A.

Bcnomozamenvhvie gewjecmea

[TanurenTam ¢ peKo BCTpeYaroLIEHCsl HACIEACTBEHHON HENEPEHOCUMOCTBIO TAJIAKTO3Bl, IIOJIHOMN
JAKTa3HOM HEJOCTAaTOYHOCTBHIO WJIM TJIOKO30-TaJaKTO3HOW MababcopOmuei He clieayeT
MIPUHUMATH JIEKapCTBEHHBIN Tipenapat ApudoH perap.

Oco0kbIe MEPHI MPEAOCTOPONKHOCTH IMPHU NPUMCHCHHUHN

Boouno-snexmponrumnuiii banranc

COO@DD#CCZHM@ UOHO6 Hampus 6 niame Kposu

Jlo Hauana nedeHus He0OXOAMMO OIPeIEIUTh KOHIIEHTPALMI0 HOHOB HATpus B I1a3Me kpoBu. Ha
doHe mpuema mpemnapara CIeAyeT PEeryJIIpHO KOHTPOJIUPOBATH ATOT MokazaTenb. HeoOxomum
MOCTOSIHHBIA KOHTPOJIb KOHIICHTPALlMM MOHOB HATpHsi, TaK KaK NEPBOHAYAIBbHOE CHUXKEHUE
KOHIIEHTPAILlUU HAaTpUs B TJIa3Me KPOBU MOXKET OBITh OeCCUMNTOMHBIM. bosiee yacThlii KOHTPOIIb
MOKa3aH MalMeHTaM C IIUPPO30M IMEUEHHU U JIMIIaM TOXKUJIOTO Bo3pacTa (cM. pa3aensl 4.8. u 4.9).
JIro0oli muypeTudecKuil mpernapar MOXKET BBI3bIBATh THIIOHATPUEMHUIO, TIPUBOISINYI0 UHOTIA K
KpaiiHe TSKENbIM MOCIEACTBUSIM. | MTTOHATPUEMHS B COYCTAHUM C THIIOBOJIEMUEH MOTYT OBITh
NPUYHHOW OOE3BOKMBAHUS M OpPTOCTATHYECKOM rumoTeH3un. COmyTCTBYIOIIEE CHUIKEHUE
KOHIEHTpAallMd MOHOB XJIOpa B IJJa3M€ KPOBU MOXET MPHUBOJIUTH K BTOPHUYHOMY
KOMIIEHCATOPHOMY METa0OIMYECKOMY aJIKaJIO3y: 4acTOTa Pa3BUTUS M CTETNICHb BBIPAXKEHHOCTH
3TOr0 3 (HeKTa He3HAYNTEIbHBI.

COO@DD#CCZHM@ UOHO6 KAJUA 6 nidsme Kposu

[Tpu Tepanuu THA3UIHBIMU U THA3UIO0MOI00HBIMHU JHYPETUKAMH OCHOBHOW PUCK 3aKJIFOYACTCS B
CHNXCHUU KOHHGHTpaHI/II/I KaJIvs B IJ1Ia3ME KpOBI/I nu paSBI/ITI/II/I TUIIOKAJIUCMHUH.

['unokanuemMust MOXeT BbI3BIBATH MBIIIEUHBIE paccTpoiicTBa. Coobmanoch o0 ciydasx
pabaoMuoau3a, B OCHOBHOM Ha (POHE TspKenoi rumokamrmemMuu. HeoOxomumo mpemoTBpaniaTh
pasBuTHE runokameMuu (< 3,4 MMOJIB/JT) y TAITAEHTOB TPYIIITHI HOBBIIIICHHOTO PUCKA: ITAIIUCHTOB
ITIOXKHUJIIOIO B03paCTa, HNCTOLICHHBIX I/I/ NJIn nonyqaloumx CO‘IeTaHHyIO MG,Z[I/IKaMeHTOSHyIO

TEpPaIuIo, MAUEHTOB C UPPO3OM MEYCHHU, TEPUPEPUIECKUMHU OTEKAMH U aCLIUTOM, TTAlIUEHTOB C



UIIEMUYECKON OOJIe3HBIO CepAla, CEpJACYHOM HEIOCTATOYHOCTHIO. [ HIOKaTMeMus y TaKuX
MAlMEHTOB YCUJIMBAET KAPAUOTOKCUYHOCTh CEPACUHBIX ITTUKO3UI0B U MOBBIIIAET PUCK PA3BUTHUSA
apUTMUM.

[TatmenTs! ¢ yanuHenuem uatepBaia QT, Kak BpOXKIEHHBIM, TaK U BbI3BAHHBIM JIEKAPCTBEHHBIMU
nmpenaparaM, OTHOCSTCS K Tpymre pucka. [ umokamuemusi, Kak W OpaauiKapAus SBISETCS
COCTOSTHUEM, CIOCOOCTBYIOIIUM DPA3BUTHUIO TSHKEIONW apUTMHH, B YaCTHOCTH, MOJIMMOPQHON
JKEITYJIOUKOBOM TaXUKapIUU TUIA KITUPYIT», KOTOPask MOKET MPUBECTHU K JIETAJTbHOMY HCXOMY.
Bo Bcex omucaHHBIX BBINIE CIy4asX HEOOXOAMMO KOHTPOJHMPOBATH KOHIIEHTPAIMIO Kallus B
ma3Me KpoBH, Oosiee 4acto, yeM o0buHO. [lepBoe m3MepeHne KOHIICHTPAIMK WOHOB KaJIusl B
T1a3Me KPOBHU JIOJKHO OBIThH BBITIOJIHEHO B TIEPBYIO HEAETIO OT HaJasa JICYSHUS.

[Ipy BBISIBJIEHUHM TUNOKAIMEMUW JOJKHO OBITh HAa3HAYEHO COOTBETCTBYIOIIEE JICUCHHE.
['mnokanuemus, BBISIBICHHAS B COYETAHUU C HU3KOW KOHLEHTpPAIIMEH MarHus B IJIa3Me€ KPOBH,
MOXET OBITh YCTOMYHMBOM K JICYCHHUIO B CIIy4ae, €ClIM HE CKOPPEKTHPOBAHO COJIEPIKAHNE MarHus B
nJa3Me KpOBH.

CO@QDOfCCZHue MACHUA 6 Nia3me Kpoeu

be1o moKazaHO, YTO THA3WIHBIE W THA3HIONOJOOHBIC IUYPETHUKH, BKJIIOYAs HHAAMaMUI,
YBEITUYMBAIOT SKCKPEIUIO MAarHUS ¢ MOYOM, YTO MOKET MPUBECTH K THTIOMarHUEMHH (CM. pa3Jen

451 4.8).

Codepafcaﬁue KAlbyusd 6 niasme Kkposu

TuasuaHple U THA3UAONIOAOOHBIE JUYPETUKH MOTYT YMEHBIIIATh BHIBEJICHNE KAIBITUS TOYKAMU U
MPUBOAUTH K HE3HAYUTEIIBHOMY ¥ BPEMEHHOMY TOBBIIIEHUIO YPOBHSI KAJIBIHS B IJIa3ME KPOBH.
HctuHHas THNEpKaTbIIMEeMus MOXET OBITh CIEICTBHEM paHee He JUAarHOCTHPOBAHHOTO
rTUIepnapaTupeosa.

Crenyer NMpeKpaTUTh MPUEM IUYPETUUYECKHX IpEenapaToB Iepe] HCCIeIOBaHHEM (QYHKIIUH
MapalIuTOBHIHBIX JKEJIe3.

Cooepoicanue 2noKo3vl 8 niazme Kposu

BaxxHO KOHTPOIMPOBATH KOHIIEHTPAIIMIO TIIFOKO3bI B KPOBU Y TIAIIMEHTOB C CaXapHBIM JHA0ETOM,
0COOEHHO TPH HAJIMYUHU THUITIOKATTMEMHUH.

Mouesas kucroma

VY NanuueHToB ¢ TUIEPYPUKEMHUEH MOXKET YBEIMUUBATHCS PUCK PA3BUTHSI MPUCTYIIOB MOIArPhI.
Huypemuueckue npenapamet u QpyHKyus novex

TuasuaHple U THA3UIOMOA00HbBIE TUYPETHKN 3G(HEKTUBHBI B MOJTHON MEpe TOJIBKO y IMAIIMEHTOB C
HOPMaJIbHOW WJIM HE3HAYMTENIbHO HapyIIeHHOW (QyHKIMEH mouek (coaeprkaHue KpeaTHHHUHA B

I1a3Me KpPOBU y B3POCIHBIX JHI HUKE 25 Mr/m unu 220 MKMOJB/IT). Y TaIMeHTOB MOXKUIIOTO



BO3pacTa YpOBEHb KpEaTHHHHA B TUIa3M€ KPOBU PACCUHUTHIBAIOT C YYETOM BO3pPACTa, MAcCChI TENa
U TI0Ja.

CrnenyeT y4yuThIBaTh, YTO B Hadaje JICYCHHs] Yy TAI[MEHTOB MOXKET HAOIONAThCS CHIDKCHUE
CKOPOCTH KIIyOOUKOBOU (DUIIBTpAIFK, 00YCIOBICHHOE THIIOBOJIEMUEH, KOTOPasi, B CBOIO 0YepEib,
BbI3BaHA MOTEpEl BOJBI W MOHOB HATpus Ha (hOHE MpHeMa IUypeTHYeCKUX mpernapartoB. Kak
CIIEJICTBUE, B IJIa3Me KPOBH MOXKET YBEIUYHMBATHCS KOHIIEHTPAILMS MOYEBUHBI U KPEATHHHHA.
Takas TpaH3uTopHas (pyHKIMOHAIbHAS MOYEYHAss HEJOCTATOYHOCTh HE UMEET KIMHUYECKOTO
3HAQYCHHUsl y TAMEHTOB C HOPMAJIBHOW (YHKIMEH TOYEK, OAHAKO MOXET YCYryOusiTh yke
MUMEBIIYIOCS IO HaYala JICYCHHS TOYSUYHYI0 HEJJOCTATOYHOCTb.

Cnopmcmenvl

CnoprcMeHaM clieffyeT oOpaTuTh BHUMaHUE, YTO JEHCTBYIOIIEE BEIIECTBO, BXO/SIIEE B COCTaB
JICKApCTBEHHOTO Tpenapara ApudoH perapia, MOXKET aBaTh MOJOKHUTEIbHBIA pe3ysbTaT MpH
MIPOBEICHUH JTOTTUHT-KOHTPOJISL.

XODMOMOCUZbelIZ evitnom / Ocmpas muonus /BWIODMHHCZ}l 3AKPbImMOy2O0JbHAA 2nayKomda

CynboHamMusl M HMX TPOU3BOJHBIE MOTYT BBI3BIBATh HIMOCHHKPA3MUYECKYIO PEAKIIHIO,
MPUBOJIAIIYIO K Pa3BUTHIO XOPUOUAAILHOTO BBITIOTA C AePEKTOM IOJI 3pEHUS], OCTPOIl MUOMHUH U
OCTPOMY MPHUCTYITYy BTOPUYHOM 3aKPBITOYTOJIBHOM Il1ayKOMbl. CUMITOMBI BKJIIOYAIOT: BHE3AITHOE
CHHIXCHHUC OCTPOTHI 3pCHUA UITN 60.]1]: B I'Ia3aX, KOTOPBIC MPOABJIAKOTCA, KaK ITPaBUJI0, B TCUCHUC
HCCKOJIBKHUX YaCOB WJIM HCACJIb OT Ha4YaJ1a TCpalliy TUA3UIHBIM / TI/IaBI/I,Z[OHOI[OGHBIM ANYPCTHUKOM.
[Tpu oTCyTCTBUU JIEUEHUS OCTPask 3aKPHITOYTrOJIbHAs TJIayKOMa MOXKET MPUBECTH K HeoOpaTUMOi
norepe 3peHus. [Ipu MmosBIeHHM CUMITOMOB HEOOXOIMMO KaK MOXKHO ObICTpee MpPEeKpaTUTh
npueM THUa3nuJHOIro / TI/IaBI/I,Z[OHOI[OGHOFO ANYpPCTHUKA. Ecmu BHYTPUIJIA3HOC OABJICHHUEC OCTACTCA
HCKOHTPOJUPYCMBIM, MOXKCT HOTp€6OBaTBC}I HEOTJIOKHOEC MCECAUKAMCHTO3HOC JICUHCHHUC WU
XUPyprudeckoe BMemaTenbcTBO. MDaKTOpOM pHUCKa Pa3BUTUA OCTPOM 3aKPBITOYTOJIbHON
[JIayKOMBI SIBJISIETCS ajliepruyeckasi peakiiys Ha MpOU3BOAHbIE CYIb(OHAMU 1A WM MIEHULIUIUINH

B aHaAaMHC3C.

4.5. B3aumopneiicTBMe ¢ JPYrHMHM JIEKAPCTBEHHBbIMM IpenaparaMd M JApyrue BHIbI
B3aUMO/JAeHCTBUSA

KOM6I/IHaHI/II/I, HE PCKOMCHAYEMBIC K IPUMCHCHHUIO

IIpenapamol tumust

[Ipy onHOBpEeMEHHOM MPUMEHEHMHM HWHAANaMUJa W TMPEenaparoB JUTHUS, TakXKe, KaKk U TpU
coOmrofeHNH OEcCcOoNeBON AMETHI, MOXKET HAOMIOJAThCS TMOBBIIMICHUE KOHIICHTPAIMH JIUTHS B
mjaa3Me KpPOBU BCJIEJICTBHE CHUIXKEHHUS €ro 3KCKPELHH, COMPOBOXKIAIOIIEECS MOSBICHUEM

NpPU3HAKOB Tepeno3upoBku. [lpu HeoOXoaumMocTH AMypeTHUecKHe Ipernaparbl MOTYT ObITh



UCTIONIB30BaHBl B COYCTAHMH C TIperapaTtaMH JUTHS, TPH OSTOM CIEAyeT TINATEIbHO
KOHTPOJIMPOBATh KOHIIGHTPALMIO JIUTUS B IUIa3M€ KPOBM M COOTBETCTBYIOLIMM 00pa3oM
noadupars 703y Mpenapara.

KomOuHamu, TpeOVIome IpeIoCTOPOKHOCTH

Jlexapcmeennvle npenapamul, cnocobHble 8b136aMb NOIUMOPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO

MUna «UPYys3my, 6KA04as, HO He 0CPAHUYUBAACY!

— aHTHApUTMHYECKHE JICKApCTBEHHbIE TmpemapaTsl [A  kimacca (Hampumep, XUHUIWH,
TUAPOXUHUANH, Tu3onupamu, npokanaamun) u IC knacca (pnexannun),

— aHTHApUTMHYECKHUE JIeKapcTBeHHBIC Tipenaparthl Il kimacca (Hampumep, aMruO1apoH, COTAION,
noderunua, nOyTUIHI, OPETHINN, IPOHETAPOH ),

— HEKOTOpbIe aHTUIICUXOTHYECKHE IMpernapaThl: (PeHOTHa3uHBl (HAmpUMep, XJIOPIPOMAa3HH,
[[MaMeMa3rH, JIEBOMENPOMAa3uH, THOPHIA3uH, TpudiyonepasuH, ¢aydenazun), GeH3aMuIbl
(HampuMep, aMHUCYJIBIIPUA, CYIBIUPHUI, CYJIbTONPH]I, THANPHUL), OyTHPOPEHOHBI (HAIIpUMED,
JIPONEPUIONI, TAIONEePUI0), Ipyrue aHTUIICUXOTUYECKUE MpenapaTsl (HampuMmep, TUMO3HI,
CEepPTUHAON);

— aHTUJCTPECCAaHTBl: TPHUIMKINYECKUE aHTUACTIPECCAHTHI, CEIEKTUBHBIE WHTHOUTOPHI
00paTHOro 3axBaTa CEPOTOHUHA (LIUTATONPAM, ICITUTATIONPaM);

— a”THOaKTepuanbHble CpencTBa: (TOPXMHOJOHBI  (JIeBOo(IOKCAlMH, MOKCH(]IOKCALUH,
cnapdmokcanuy, TUIPOGIOKCAMH); MAaKPOIUABI (JPUTPOMHUIIMH TPU BHYTPHUBECHHOM
BBEJICHUH, a3UTPOMHUIINH, KIAPUTPOMUIIUH, POKCUTPOMHUIIMH, CIIUPAMULIMH ), KO-TPUMOKCA30J1;

— MPOTHUBOTPUOKOBBIE CpEACTBA psAla a30J0B (BOPHUKOHA30Jl, HTPAKOHA30J], KETOKOHA301,
baykoHa30m);

— TPOTUBOMAJISIPUIHBIC CPENICTBA (XUHHH, XJIOPOXUH, Me(DITOXHH, TaTohaHTPUH, TyMe(paHTPHH),

— aHTHAHTHHAJIBHBIC CPEICTBA (paHOJIa3uH, OCTIpUINI);

— MPOTHUBOOIMYXOJIEBBIE MperapaTbl © UMMYHOCYTIPECCAaHThI (BaHI€TaHUO, MBILIbSKA TPUOKCHUTI,
OKCAIIUTIJIATHH, TAKPOIUMYC, aHATPEIU]);

— TPOTHUBOPBOTHBIC CPEICTBA (OHIAHCETPOH);

— CpEelCTBa, BIUSIOIINE HA MOTOPUKY JKETyTIOYHO-KHIIIEYHOTO TPaKTa (IIU3anpHu/I, JOMIIEPHJIOH);

— aHTUTHCTaMUHHBIE Cpe/ICTBa (acTeMu30J, TepheHaNH, MU30IACTHH);

— MpoYWe AKTUBHBIC BEIIECTBA: IMEHTAMUAWH, MUdEMaHWI, BUHKAMHH TP BHYTPUBEHHOM
BBCJICHHH, Ba30MPECCHUH, TEPJIUINPECCHH, KETaHCEPUH, MpoOyKoJ, mpornodoii, ceBodypaH,
TEPOAWIMH, IIUJIOCTA30J1, METAJIOH.

[loBbIIIEHHBI PHUCK PAa3BUTHUSA JKEIYAOYKOBBIX apPUTMHUI, B YaCTHOCTH MOIMMOP(HOIMA

JKEITYIOYKOBOM TaXUKAPAUH TUTIA «TUPYIT» ((PaKTOp prucKa — TUTOKATHEMUS).



[lepen Ha3HaueHMEM KOMOMHMPOBAHHOM Tepamuu UWHAANAMHUIOM U YKa3aHHBIMH BBIIIE

IpernapaTamM CJIEAyEeT MPOBECTH HCCIEIOBAHUE C LEIbI0 BBISIBICHHUS TMIOKAIMEMUU U TpU

HEOOXOIMMOCTH TMPOBECTH Koppekuuoo. HeoOxoaum KOHTPOIb KIMHUYECKOTO COCTOSHHS

MalyeHTa, KOHTPOJIb COAECPKAHUS AJIEKTPOJIUTOB B IIa3Me KpoBH, rokazareneit JKI'.

Y nanueHToB € TUNOKAIWEMUEH HeoOXOOuMO TPUMEHSTh MpernapaTbl, HE BBI3BIBAIOIINE

NOJTMMOP(HYIO JKEITYAOUKOBYIO TAXUKAPUIO TUIIA «ITHPYITH.

Hecmepouonvie npomugosocnanumenvhvie JeKapcmeeHHvle npenapamsl (Mpu CUCMEMHOM

npuMeHeHul), Kuuas cerekmusHole uneuoumopsl LJOI-2, evicokue 003vl ayemuicaiuyuiosou

Kuciomsl (= 3 o/cymku)

Bo3MokHO CHM)KEHHE aHTUTUIIepTeH3UBHOTO 3 (ekTa nHaanamua.

VY 00e3BOKEHHBIX MAI[MEHTOB CYIIECTBYET PUCK PAa3BUTHUSA OCTPOM MOYEYHOW HEIOCTATOYHOCTH

BCJICJICTBUE CHIKEHHS KIIyOOukoBOH ¢mnbTpanuu. [lanmmrentam HE0OX0IMMO KOMIIEHCHPOBATH

MOTEPIO KHUAKOCTU U B HayaJle TepaIuy TIIATEIbHO KOHTPOIUPOBATh (PYHKIIHMIO MOYEK.

Hneubumopul aneuomensun-npespawarouieco pepmenma (AIID)

Haznauenue nnruOutopoB AII® ¢ W3HAYaNbHO CHMXKEHHON KOHIIGHTpalWedl MOHOB HATpHs B

KPOBHU COIIPOBOXKJIAETCS PUCKOM BHE3AITHOM apTepHabHON TUIIOTEH3UU H/UITH OCTPOM MOYEHHOM

HEJ0CTAaTOYHOCTH (B YaCTHOCTH, Y MAIUEHTOB CO CTEHO30M ITOYEYHOU apTepun).

[Tatmentam ¢ apmepuanvrou cunepmeHsuer W BO3MOXKHO CHUXEHHOW, BCIIEICTBHUE

IPEIUIECTBYIOIETO NPUMEHEHUS JUYPETHKOB, KOHILIEHTpAallMed WOHOB HAaTpHUsi B KpPOBH,

HE00X0IMMO:

— 3a 3 nmHA 10 Hayana JiedeHuss uHruoutopom AIID mpekpaTuTh HpueM IUypeTukoB. B
JanpHEeIeM, Npu HEOOXOOUMOCTH, IPHEM HEKAIMHCOEperaomero IUypeThKa MOXKHO
BO300OHOBUTE;

— WM HauuHaTh Tepanuio HHruoutopom AIID ¢ HU3KHX 703, C MOCIEAYIOIUM MOCTEEHHBIM
YBEJIMUYEHUEM JI03bI B CITyyae HEOOXOAUMOCTH.

Ilpu xponuuecxoii cepoeunoti nedocmamounocmu nedeHne uHruomTopamu AllD cremyer

HAaYMHATh C CaMbIX HHU3KMX JI03 C BO3MOXHBIM IIPEIBAPUTEIILHBIM CHM)KEHHEM 103

HEeKaInHcOeperaromnero AnypeTuKa.

Bo ecex cnyuasx, B nepBbie Henmenu npueMa wHTHOUTOpoB AIID y mamueHTOB HEOOXOIUMO

KOHTPOJIMPOBAThH (DYHKIIMIO TTOYEK (COAEp)KaHUE KPEaTHHNHA B TUIa3Me KPOBH ).



Jlpyeue npenapamul, cnocobHvie 6vbi36amv unoxkaiuemuro: amgpomepuyurn B (8/8), enoko- u
MUHEPAOKOPMUKOUObL  (NpU  CUCMEMHOM NPUMEHEHUU), MempaKko3aKkmuo, ciabumenbHbie
cpeocmea, CMUMyaupyiowue MOmMopuKky KUUeyHuKa

YBenuueHre prucka pa3BUTHS TUIIOKATUEMHH (3 TUTUBHBIN 2h(DEKT).

Heo0xommum MOCTOSIHHBINA KOHTPOJIh KOHIICHTPAIIUY KaIHs B TUIa3Me KPOBH, TIPU HEOOXOTUMOCTH
— ee koppeknust. Ocoboe BHUMaHUE CIeNyeT YIASIATh MallueHTaM, OJJTHOBPEMEHHO TOTyYaroiM
CepJIeYHbIE TIHKO3UABl. PEeKOMEHIyeTcs UCIONb30BaTh CIAOWTENbHBIE CpPEICTBA, HE
CTHMYJIUPYIOIIHE MOTOPUKY KHIIICUHUKA.

baxnogen

OTmeuaercst yCUIIEHUE aHTUTUIIEPTEH3UBHOTO Y deKTa.

[TarmenTamM HEOOXOAMMO KOMIICHCHPOBATH MOTEPIO KUAKOCTA U B HAYAJIE JICUCHUS TIIATEIHHO
KOHTPOJMPOBATH ()YHKIIHIO ITOYEK.

Cepoeunvie enuxko3uobl

lMumokanuemus u/viau TUIIOMarHUEeMH ST MOXKET TIPOBOLIMPOBATH YCUIIEHHE TOKCHUECKUX Y (HEKTOB
CEpJICYHBIX TIUKO3UIOB. [IpyM OJXHOBpEMEHHOM TPUMEHEHWH WHIANaAMHUAa U CEPACYHBIX
TJIMKO3UIOB CJIEyeT KOHTPOJIHMPOBATH KOHIICHTPAIIMIO KalWs W MarHus B IIa3Me KpPOBH,
nokazatenu DKI', u, mpu He0OX0IMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Kom0Ounamuu, tpedyromme 0cob0ro BHUMaHUS

Annonypunon
CoBMecTHOE TPUMEHEHHE C WHAAMAMHIOM MOJXET TMOBBINIATh PHUCK PA3BUTHUS PEAKIHMA
THIIEPYyBCTBUTEIBHOCTH K AJIJIONYPUHOIY.

KOM6I/IHaHI/II/I, TDG6VIOH_[I/I€ BHUMAHUA

Kanuiicoepezarowue ouypemuxu (amunopuo, cnupoHoiakmoH, mpuammepex)
KomOunupoBanHast  Tepanusi HMHIANaMHIOM U KajuiicOeperamommMu  TUypeTUKaMu
nenecoo0pa3Ha y HEKOTOPBIX MAIlMeHTOB, OJHAKO IMPH 3TOM HE MCKIIIOYAETCS BO3MOXHOCTH
Pa3BUTHUSI TUIMOKAIMEMHH WU THIEPKATUEeMUH (OCOOEHHO Yy TMAIlMEHTOB C TOYEYHOM
HEJOCTAaTOYHOCTHIO UM Y TIAIIHEHTOB C CAXapHBIM THA0ETOM).

Heobxoammo KOHTPOJIUPOBATH KOHIIEHTPAIMIO Kalus B MIa3Me KpoBH, nmoka3arenu DKI' u, npu
HEOOXO0JUMOCTH, KOPPEKTUPOBAThH TEPAITHIO.

Memdopmun

OyHKIMOHATBHAS TTOYEYHAs] HEAOCTATOYHOCTh, KOTOpask MOXKET BO3HHKATh Ha (OHE MpueMa
JTUYPETUKOB, 0OCOOCHHO IMETJIEBBIX, MOBHIIIAET PUCK PA3BUTHUS HHAYIIUPOBAHHOTO METQPOPMUHOM
MOJIOUHOKHUCJIOTO ali03a.

He cnegyer npumeHsTh MeT(HOPMHH, €CIIM YPOBEHb KpEaTHMHHHA B IUIa3ME KPOBH IPEBBIIIACT

15 mr/n (135 mxmounb/in) y MmysxkuuH u 12 mr/mn (110 MKMOITB/T) y JKEHIIHH.



Hoocodepoicawjue konmpacmmuvie seuyecmsa

B ciiydae o6e3BoxuBaHus opraHu3Ma Ha GOHE preMa TUyPEeTUICCKUX MPEnapaToB YBEINUNBACT
PHUCK pa3BUTHI OCTPO MOYEUHON HEAOCTATOYHOCTH, OCOOSHHO IMPH UCIIOJIb30BAHUU BBICOKUX 7103
Hoicoep Kanix KOHTPACTHBIX BEIIECTB.

[lepen mnpuMeHEeHWEM HOJCOAEPKANIMX KOHTPACTHBIX BEIIECTB TMAI[EHTaM HEOO0XOJUMO
KOMIIEHCHPOBATh TOTEPIO JKUTKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, GHMUNCUXOMUYECKUE NPENnaApamul

[IpenapaThl 3TUX KJIACCOB OKa3bIBAIOT aHTUTHUIICPTEH3UBHOE NICHCTBHE W YBEIMYMBAIOT PHUCK
Pa3BUTHS OPTOCTATUYECKON THIOTCH3UH (aAIUTUBHBIN A PeEKT).

Kanvyuii (conu)

[Ipy ONHOBPEMEHHOM TMPUMEHEHHH BO3MOXKHO pAa3BUTHE THUIEPKAIBIIMEMUN BCJICICTBUE
CHIDKEHUSI BBIBE/ICHUSI HOHOB KaJIBIIHSI TOYKAMHU.

Luxnocnopun, makpoaumyc

Bo3MoxHO yBenuueHWE KOHIIEHTpAlMM KpPEaTMHWHA B IUIa3Me KpOBU 0€3 H3MEHEHHUS
KOHI[EHTPAIIUU HUPKYJIUPYIOMIET0 MUKIOCTIOPHHA, J1a)Ke PU OTCYTCTBUH IMMOTEPH BOJIBI M1 HOHOB
HATpHSL.

Kopmukxocmepouonvie npenapamsl, mempako3akmuo (cucmemHoe npumenerue)

CHIDKEHUE aHTUTHIEPTEH3UBHOTO 3(ddekTa (3amep)kka BOABI U MOHOB HATPUS B pE3yNbTare

JEUCTBUSI KOPTUKOCTEPOUIOB).

4.6. @epTUIBLHOCTb, 0EPEMEHHOCTD W JAKTALMS

bepemeHHOCTD

B Hacrosimuii MOMEHT HET JOCTaTOYHOTO KOJIMYECTBA JAHHBIX O MPUMEHEHHH MHJAnaMuaa BO
BpeMsi OepemeHHocTH (omucaHo meHee 300 cimydaeB). JlymMTenbHOE NMPUMEHEHUE THA3UIHBIX
JTUYPETUKOB B TPETheM TpUMeECTpe OEpeMEHHOCTH MOKET BbI3BaTh T'MIIOBOJIEMUIO Y MAaTEpU H
CHIDKEHHE MaTOYHO-TUIAIIEHTAPHOTO KPOBOTOKA, YTO MPUBOAUT K (hEeTOIIalleHTApHON UIIEMHUH U
3aJiep>KKe pa3BUTHUSA IIJI0JA.

HccnenoBanus Ha )KMBOTHBIX HE BBIIBUJIM MPSIMOIO WM HEMPSIMOTO TOKCUYECKOTrO BO3/IEHCTBUS
Ha PENPOTyKTHBHYIO (PYHKIIHUIO.

B kadecTBe Mepbl MPEJOCTOPOKHOCTH PEKOMEHIyeTcsl n30eraTtb MpUMEHEHHs MHIANaMuaa BO
BpeMsi OEpEeMEHHOCTH.

JlakTanus

I[aHHBIX O IMPOHUKHOBCHUH WMHAAIIAMHUJd UJIA €TO MeTa6OJII/ITOB B I'PyYAHOC MOJIOKO Yy YCJIOBCKA

HEOOCTAaTOYHO. Yy HOBOPOXKXACHHOI'O ITPU 3TOM MOXKCT Pa3BUTHCA MOBLIIICHHAA YyBCTBUTCIIbBHOCTD



K TPOM3BOJHBIM CyJb(OHAMUIA ¢ THUIOKAIMEMHUSA. B CBA3M ¢ OTUM, PHUCK A
HOBOPOXKJICHHOT'O/MJIA/ICHIIa HE MOXET ObITh UCKITIOUEH.

Nupanamua OAM30K K THA3UAHBIM JUYPETHKAM, NPHUEM KOTOPHIX BBI3BIBAET YMEHBIICHUE
KOJIMYECTBA TPYTHOTO MOJIOKA MJIH JIaXKe IMOJIaBICHUE JTAKTAIlHH.

[TpuMeHeHrne HAAMaMHu/Ia B TICPUOJT TPYIHOTO BCKAPMIIMBAHHS HE PEKOMEH Ty €TCS.

DdepTUabHOCTD

HccnenoBanus penpo yKTUBHON TOKCHYHOCTHU TIOKA3aJIl OTCYTCTBHE BIMSAHUSA Ha (PePTHIBHOCTD

CaMOK U caMIIOB KpbIc. [IpennonoxxurenbHo, BIUSHUE HA (PEPTHIIBHOCTH y YETIOBEKA OTCYTCTBYET.

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeAcTBAMH M padoraTthb ¢
MeXaHH3MaMHU

WMHupanamu He BIMAET Ha HapyLIEHWE BHUMAHHUSA, HO B HEKOTOPBIX CIy4asX MOTYT BO3HMKATb
pCaKknnu, CBA3aHHBIC CO CHUKCHUEM apTCPUAJIBHOTO JAaBJICHUA, 0COOEHHO B Haualle TCpalru Ujiin
npu A00aBIE€HUM K TPOBOJAMMOW TEpamuM JPYTUX AaHTUTUIEPTEH3UBHBIX JIEKAPCTBEHHBIX
npenaparos. B pe3ynpTare ciocOOHOCTh yNpaBiIATh ABTOMOOMIIEM WM APYTUMH MEXaHU3MaMU

MOXET OBITh HapyIIIeHa.

4.8. HexkenarejabHble peakuuu

Pesrome mpoduiist 6e3onacHOCTH

Haubonee uyacThiMH HEXENATENbHBIMU PEAKIMSAMH, O KOTOPBIX COOOIIANOCh, ObLIH
TUTOKAIIMEMUSl, PEaKIIUU TMOBHIIICEHHON YyBCTBUTEILHOCTH, B OCHOBHOM JIEPMATOJIOTHYECKHE, Y
MAIUEHTOB C MPEAPACIIOI0KEHHOCTRIO K aJNIEPTHICCKUM M aCTMATHYSCKUM PEaKIIMsIM, a TaKKe

MaKyJ0-I1amyJjc3Has ChIIb.

TabauyHoE PE3IOME HEXKENATEIbHBIX DEAKIIUN

YacToTta TOOOYHBIX pEaKIHid, KOTOpbIE OBUIM OTMEYEHBI BO BpEeMs TEpalud WHAAMAMHIOM
MpUBEJICHA B BUE CIENYIONIEH rpaauu: o4eHb yacto (>1/10); gacto (=1/100, <1/10); Hewacto
(=1/1000, <1/100); penxo (=1/10000, <1/1000); ouenp penko (<1/10000), gacToTa HeU3BeCTHA

(dacToTa HE MOXKET OBITh MOJCYUTAHA MO JOCTYITHBIM JTaHHBIM).

CucreMHO-OpraHHbIi
KJjace HexenarenbHble peakuuu Yacrora
MedDRA

ArpanysnonuTos OueHb penko

Hapymienus co cTopoHsI ArnutacTuueckasi aHeMust Ouens peaxo
KpOBH U TUMaTHIECKON ['eMonuTHyeckas anemus OueHb penko
CHCTEMBI JlelikoneHust OueHb penko
TpomOoruToneHus OueHb peliKo
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CucreMHO-OpraHHbIi

KJjace HexenarenbHble peakuuu Yacrora
MedDRA
[Munepkanbuuemust OueHb penko
INmmoxanuemus (cm. pazaen 4.4) Yacto
Hapymenus metabonmsma u
I'unomaraunemust Penko
MTATAHUS
['unoxnopemus Penxo
I'mmonarpuemus (cMm. pasnen 4.4) Heuacto
Bepturo Penxo
[ToBbllIeHHAs! YTOMJISIEMOCTh Penxo
Hapyenus co ctopoHbl ["onmoBHas 60J1b Penko
HEPBHOM CUCTEMBI [Tapecre3ust Penxo
YacroTa
Obmopox
HEU3BECTHA
YacroTa
Muonust
HEU3BECTHA
YacroTa
Heuertkoe 3penne
HEU3BECTHA
Hapymenust co ctopoHbl YacroTa
Hapymenue 3penus
opraHa 3peHus HEU3BECTHA
YacroTa
OcTtpas 3akpbITOYTOJIbHAS IIIayKoMa
HEU3BECTHA
N YacrtoTta
XOpHOHIaTIBbHBII BBIIOT
HEN3BECTHA

Hapymenust co ctoponbl
cepaua

AputMmus

Ouensb penko

[TonumopdHuast xkenyaouKoBasi TaXUKapAus

THUIIA KITUPYIT» (HOTGHI_[I/Ia.HBHO C JICTaJIbHBIM

ncxooM) (cMm. pasnensl 4.4 u 4.5)

Yacrora
HEU3BECTHA

Hapyenus co ctopoHbI
COCYZIOB

ApTepuaiibHasi TUTIOTEH3USA

OueHb penko

PBorta Heuacro
Hapymenust co cTopoHsl TomHoTa Penxo
eIy JOYHO-KHUILIEYHOT O 3anop Penko
TpaKTa CyXxocCTh BO PTY Penko
[Tankpeatur OueHb pesIKo

Hapyenust co ctopoHbl

Hapymenue dynkuuu neyenu

OueHb peliKo

Bo3MOKHO pa3BuUTHE TEYEHOUYHOU

o YacrtoTa
MEYECHHU U KETYEBBIBOSIINX | dHIIe(ATONaTHH B CIIydae IEYeHOYHON HeH3BECTHA
nyTen HEJIOCTAaTOYHOCTH (CM. pa3nensl 4.3 u 4.4).
YacroTa
I'ematutr
HEW3BECTHA
Peakuny noBbIIEHHON YyBCTBUTEIBHOCTH Yacto
Makyo-nanyJie3Hast Chblllb Yacto
IIypoypa Heuacto
Hapyenust co cTtopoHbl AP "
. | AHTHOHEBPOTHYECKUH OTEK OueHb penko
KOXXU U MMOAKOKHBIX TKaHEH
Kpanusauna OueHb pesIKo

Tokcuyeckuii SNy IepMaIbHbIM HEKPOJIU3

OueHb penko

Cungpom CtuBeHca-/[>koHCOHA

OueHb pesIKo
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CucreMHO-OpraHHbIi
KJjace HexenarenbHble peakuuu Yacrora
MedDRA
Bo3moxHOE 000CcTpeHNE yKe NMEIOIICHCS YacroTa
OCTPOM CUCTEMHOM KPaCHOU BOJYaHKHU HEHU3BECTHA
Peakiun oTO9yBCTBUTENBHOCTH (CM. Yacrora
paznen 4.4) HEeu3BeCTHA
Hapymenust co ctoponbl
MOYEK U MOUYEBBIBOSALIUX [ToyeuHast HEIOCTATOUYHOCTH Ouensb penko
nyTen
Yacrora
CrmasM MBIIIII]
HEN3BECTHA
Yacrora
Hapyienust co cTopoHbl Mpieynast ¢1abocTh
. . HEN3BECTHA
MBIIIEYHOH, CKEJIETHOU U
. Yacrora
COEJIMHUTEJIbHON TKaHU Muanrus
HEU3BECTHA
Yacrora
Pabnomuonus
HEU3BECTHA
Hapymenust co ctoponbl
PENPOAYKTUBHON CUCTEMBI M | DPEKTHIIbHAS TUCQHYHKITHS Heuacto
MOJIOYHBIX XKEJe3
VY nnunenue untepana QT na OKI (cm. Yacrora
pasznensl 4.4 u 4.5) HEH3BECTHA
[ToBbllIEHNE KOHLIEHTPALMHU [JIFOKO3bI B Yacrora
JlabopaTopHbie KpoBH (cM. pazzen 4.4) HEH3BECTHA
MHCTPYMEHTaIbHbIE JaHHbIE |[loBBIIIEHNE KOHUEHTPALIMU MOYEBOM Yacrora
KHCJIOTHI B KPOBH (CM. paznen 4.4) HEH3BECTHA
[ToBbIlIEHNE AKTUBHOCTH «II€YEHOYHBIX) Yacrora
(dhepMeHTOB HEH3BECTHA

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEeaKIIUi

B pamkax wuccnenosanuii Il u III ¢aspl, cpaBHHBaOIUX MHAAMaMuj B JA03UPOBKE 1,5 Mr u
2,5 M, BBISIBJIIEHO J10303aBUCUMOE BJIMSIHHE MHIANIAMH/Ia HA YPOBEHb KIS B IJIa3M€ KPOBH:

- Mapanamup 1,5 Mr: KOHIEHTpAIUs Kaius B IU1a3Me KpoBU MeHee 3,4 MMOJIb/J HaOmoaanach y
10 % manmMeHToB, W KOHIEHTpAIUs KaJIUsl B IUIa3Me KPOBU MeHee 3,2 MMOJIB/JI HaOmoaanach y
4 % nauueHToB 4epe3 4-6 Hexenp nociue Hadana tepanuu. [locne 12 Henenb Tepanuu cpenHee
CHIDKEHHE KOHIICHTPALUU KaJlus B I1a3Me KpoBH cocTanisiio 0,23 MMoIb/II.

- Mapanamup 2,5 Mr: KOHIEHTpAIUs Kalus B IU1a3Me KpOBU MeHee 3,4 MMOJIb/J HaOmoanach y
25 % manueHToB, U KOHIICHTpAIlUs Kalus B TuIa3Me KpoBU MeHee 3,2 MMOJIb/1 Habo1anach y
10 % nauuenToB uepe3 4-6 Henenb nocie Havyana tepanuu. Ilocne 12 Henenes Tepanuu cpenHee

CHIDKEHHME KOHIICHTPALUU Kallus B 1a3Me KpoBH coctanisiio 0,41 MMomb/i.
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COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX TIOCIEe PETUCTPAIUH
JICKapCTBEHHOTO Tperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«I10JTh3a — PUCK» JICKAPCTBCHHOT'O TIperapara.

MenunuackuM — pabOTHHKAM ~ PEKOMEHIYETCsl  coo0marh O  JIFOOBIX  IMOA03PEBAEMBIX
HCXKCIJIATCIIbHBIX peaKHI/IHX JIeKapCTBeHHOFO HpenapaTa qepe3 HaIlUOHAJIBHBIC CHCTEMBI
COOOIIEHUsI O HEXKENATETBHBIX PEAKIUAX TOCYNapCTB — WieHOB EBpa3uiickoro SKOHOMHYECKOTO
COI03a.

Poccuiickag ®enepanus

109012, r. Mocksa, CrnaBsiHCKasl miiomiaib, 1. 4, ctp. 1

DdenepanbHas ciryx0a 1o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Ten.: +7 800 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

PecniyOonuka ApMmeHus

0051, r. Epesan, nip. Komutaca, 49/5

I'HKO «lleHTp sKCniepTU3bl J€KapCTB U MEAUIIUHCKUX TEXHOJIOTHUI»

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

lopsiuast muHUS OoTJENa MOHUTOPUHTA Oe3omacHoCcTH JiekapcTB: (+374 10) 20-05-05, (+374 96)
22-05-05

DnekTpoHHas noyra: info@ampra.am, vigilance@pharm.am

http://pharm.am

Pecny6auka Benapycs

220037, r. Munck, ToBapuilieckuii nep., 2a

VII «IleHTp 3KCcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHEHUI)
Ten.: +375 (17) 231-85-14

®akc: +375 (17) 252-53-58

Tenedon ornena papmaxonanzopa: + 375 (17) 242-00-29
OnekTpoHHas nourta: repl@rceth.by, receth@rceth.by
http://www.rceth.by

Pecny6auka Kazaxcran

010000, r. Acrana, paiion baitkonsip, yi. A. Umanosa, 13 (bL] «Hypcaynet 2»)
PI'TI na ITXB «HaunoHaJbHBINA UEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEIICTB U MEIMIIMHCKUX
u3nenuity Komurera MeaMuMHCKOrO W (apMaleBTUYECKOro KOHTpoJis MuHHCTEpCTBa

3npaBooxpaneHus: Pecny6omuku Kazaxcran
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Ten.: +7 (7172) 235-135
OnexTponHas noyra: farm@dari.kz
http://www.ndda.kz

Keipreizckas Pecniybanka

720044, r. bumkek, yiu. 3-g Jluaus, 25

JlenmapraMeHT JI€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3JAeIud Inpu MuHHCTEpCTBE
3npaBooxpanenust Keipreizckoit Pecryomiku

Ten.: +996 (312) 21-92-78

OnekTpoHHas nmovra: pharm@dlsmi.kg

http://dlsmi.kg

4.9. Ilepeno3upoBka

CuMITOMBI

Nupanamuna naxke B O4eHb BBICOKUX J03ax (o 40 mr, T.e. B 27 pa3 Oolblie TepaneBTUICCKON
JI03b1) HE OKa3bIBAET TOKCUUYECKOTO JIEHCTBUS.

[Ipu3Haku OCTPOro OTPABIICHMS JIEKAPCTBEHHBIM IMPENAPATOM B IEPBYIO OUYEPENb CBS3aHBI C
HApYIICHHUEM BOJHO-IJICKTPOJIMTHOTO OanaHca (TUMOHATpUeMus, THUMNokamuemus). U3
KJIMHUYECKUX CHUMIITOMOB MEPEA03UPOBKM MOTYT OTMEUYaThbCsl TOLIHOTA, PBOTA, apTepuaibHas
TUIIOTEH3HUs], CyJOPOTH, BEPTUTO, COHIIMBOCTh, CIIyTAHHOCTh CO3HAHUS, TOJIMYPHUS WU OJIUTYPHS
C BO3MOKHBIM M1E€PEXO0/I0M B aHYPHIO (BCIIEICTBUE TUIIOBOJIEMUHN ).

JleueHue

Mepbl HEOTIOXKHOM MOMOIIM CBOJSATCS K OBICTPOMY BBIBEACHHIO Tperapara U3 OpraHu3Ma:
IPOMBIBaHHE JKEIyJKa W/WIW Ha3HAYeHHE aKTHUBUPOBAHHOTO YIUIA, C MOCIEAYIOLIUM

BOCCTAHOBJICHUEM BOAHO-3JICKTPOJIUTHOI'O OajaHca B CIICHUAIM3UPOBAHHOM OTACICHUU.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoamHamMHuyecKHue CBOMCTBA

dapmakoTepaneBTHUECKas TPyIa: TNyPETUKH; THA3UA0MOA00HbIE TUYPETUKH; CYTb(OHAMUIBI.
Kon ATX: CO3BAI1

MexaHu3M IeHCTBUS

WNamamamMu OTHOCHUTCS K NPOM3BOAHBIM CyJdb(OHAMUAA C WHAOIBHBIM KOJBIOM H TIO
(apMaKoIOTHYECKUM CBOWCTBAM OJHM30K K THA3UIHBIM JAUYPETHKAM, KOTOpbIE HHTHOUPYIOT
peaOcopOLMI0O HMOHOB HATpusi B KOPTUKAJIBHOM CerMeHTe nermiu HeppoHa. Ilpu sTom
YBEJIMYMBACTCS BBIJCIICHHE TIOYKaMHU HOHOB HATPHsL, XJI0Pa M, B MEHBIICH CTETICHH, HOHOB KaJIUS

Y MarHus, 4TO COMPOBOXK/IAETCS YBETUUCHUEM J1ype3a U TUIIOTEH3UBHBIM () (PeKToM.
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dapmakognaamMuyeckue P PeKTnl

B xmmanyeckux wuccnenosanusx I m III ¢a3el mpu npuMEHEHHWH WHAANAMHUIA B PEKUME

MOHOTEpanuu ObUT MPOJEMOHCTPUPOBAH THIOTEH3UBHBINA 3PPEKT, COXPAHAIOUIUICS B TEUCHHUE

24 gacoB. DT0 0TMEUaIOCh Ha (POHE 103, OKA3BIBAIOIIMX CIa00e JUYypEeTUUECKOE ACHCTBHIE.

AHTUTUIIEPTEH3UBHAs aKTUBHOCTh MHAANAMHU/IA CBSI3aHA C YIYYIIEHHEM 3JIACTUYECKUX CBOWCTB

KPYITHBIX apTepuil, yMEHbIICHHEM apTEPHOIIIPHOTO U 00IIero nepudepuyeckoro CocyanucToro

COINPOTHBIICHUS.

WMupanamul yMeHbIIaeT TUIEPTPOPUIO JIEBOTO KETYJ0UKa.

ITpu nocTH>KEeHUU ONpeIeNeHHON 103bl THA3UAHBIX U THA3UI0NOJ00HBIX INYPETUKOB OTMEUYaeTCs

IUIaTO TepaneBTUYECKOro 3pdekTa, B TO BpeMs Kak 4yacToTa MOOOYHBIX 3((PEKTOB MPOIAOIIKACT

YBEJIMUMBATbCA IIPU JAJIbHEWINEM TMOBBILIEHWH MA03bl npenapara. Iloatomy He cienyer

YBEJIMUUBATh 103y Ipenapara, €CJIM MPU NPUMEHEHUM PEKOMEHIOBAaHHOW O3Bl HE OCTUTHYT

TepaneBTUYECKHUI YPHEKT.

B xopoTkux, cpenHel JUIMTENbHOCTH U JOITOCPOYHBIX UCCIIEI0BAaHUAX C Y4aCTUEM MAIUEHTOB C

apTepuanbHOI rUNepTeH3uel ObUIO MOKA3aHO, YTO WHAAIAMUI:

— He BJIMAET Ha IOKa3aTelaM JUMMIHOrO OOMEHa, B TOM 4YHCIIE€ Ha YPOBEHb TPUIIIHMILIEPHIOB,
XOJIECTEPUHA, JIMIIONPOTENHOB HU3KOM IUNIOTHOCTH U JIMIIONPOTEUHOB BBICOKOM TIOTHOCTH;

— He BIMAET Ha IOKa3zareJu OoOMeHa YIJIEBOJAOB, B TOM YHCIIE y IALUEHTOB C CaXxapHbIM

MadeToM.

5.2. ®apmakoknHeTHYeCKHe CBOICTBA

B Tabnerkax ApudoH peTap] NEHCTBYIONIEEe BEUIECTBO HAXOAUTCS B CIEIMATILHOM MaTpUKCE-
HOCHUTENE, 00ECIIEYNBAIOIIEM MPOJIOHTHPOBAHHOE BHICBOOOXKACHUE WHANIAMHU/IA B JKEITyT0YHO-
KHUIIIEYHOM TPAKTE.

AOGcopbuus

BBICBOGOHHBMHﬁCH HHAOarmaMu g GBICTpO 1 IIOJIHOCTBKO BCACHIBACTCA B )Keﬂy,Z[O‘-IHO-KI/ILHe‘IHOM
TpaKTe.

[Iprem nuIM HE3HAYUTENBHO YBEJIUYMUBAET BPEMSI BCACBIBAHUS, HE BIIUSS MPU 3TOM Ha MOJHOTY
abcopOuuu.

MakcumanbHasi KOHIIEHTpAlMs B MJIa3Me€ KPOBU JOCTUraeTcss yepe3 12 yacoB mociie mpuema
BHYTPb OJIHOKPATHOM 1036l [Ipy MOBTOpHBIX MpueMax KosieOaHHusl KOHIIEHTPAIMK Tperapara B
MJ1a3Me KPOBH B MTPOMEKYTOK MEXKY ITPUEMaMU Tperapara CriaxuBaroTcs.

Cy1ecTByeT MHIMBHUAyalbHast BApHAOEIbHOCTD TIOKa3aTeNlel BcachIBaHMsI ITperapara.
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Pacnopenenenue

Oxono 79 % mnpenapata cBsA3bIBacTCS ¢ OenkaMH IUIa3Mbl KpoBU. llepuon momyBeIBEICHHS
npenapara cocranisier 14-24 yaca (B cpennem, 18 yacos).

PaBHOBeCcHast KOHIIEHTpaIHUs JOCTUTAETCS Yepe3 7 AHEW MpueMa npenapara.

[Tpu noBTOpHOM IIpUEMeE Npenapara He HaOI0AAETCs €ro KyMYJISILHUH.

Buorpancdopmarus

WMHpamamMua BBIBOAMTCS B BHAC HEAKTHBHBIX METaOOJIMTOB, B OCHOBHOM moukamu (70 % oT
BBEJICHHOM J103b1) U uepe3 KumeuyHuk (22 %).

Oco0rIe I'pynIbl TanMEHTOB

VY manueHToB ¢ MOYEYHOW HEeNOCTATOYHOCTHIO (PapMAaKOKMHETHKA JICKApCTBEHHOI'O Iperapara

Apudon perapa He U3MEHSETCS.

6. ®APMAIEBTHYECKHE CBOWCTBA
6.1. IlepeueHb BCIOMOraTe/bHBIX BelIECTB
['mnpomennosa

JlakT03b1 MOHOTHApPAT

Marnus creapat

[ToBunon 30

KpeMHust nTMOKCHT KOJIJIOUTHBIN O€3BOHBIN
IInenounas obonouxa

I'muuepon

I'mnpomennosa

Makporon 6000

Maruus creapat

Turana nnokcun

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpoxk rognoctu

2 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPU XPAHEHUH

XpauuTth nipu Temneparype He Baie 30 °C.
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6.5. Xapakrep M coaep:kaHue NePBUYHON YIIAKOBKHU

ITo 30 Tabnerox B Omucrep (IIBX/Am). ITo 1 OGmucrepy C JHCTKOM-BKIAQJBINIEM B IMa4Ky

KapTOHHYIO C KOHTPOJIEM IEPBOT'O BCKPBITHS (P HEOOXOTUMOCTH).

Ynakosexa ona cmayuorapoes.

ITo 30 Tabneroxk B Omuctep (IIBX/Am). Ilo 3 Ommcrepa ¢ paBHBIM KOJMYECTBOM JIMCTKOB-

BKJIQ/IBIIICH B MAYKy KapTOHHYIO C KOHTPOJIEM IEPBOT'0 BCKPHITHS (IIPU HEOOXOTUMOCTH).

6.6. OcoOble Mepbl

JIEKAPpCTBEHHOI0  mpenapara WJIH

NPea0CTOPOKHOCTH

OTXO/I0B,

Np¥  YHUYTOKEHUH

MOJIYY€HHBIX mnmocJjie NMPUMECHECHUSA

JIEKAPCTBEHHOI0 MpenapaTra Wi Apyrue MaAaHUNYJIALUH C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

®paHuus

«JTaboparopuu Cepsbey» / Les Laboratoires Servier

92284 ®pannus, Cropen Cenexce, yi. Kapuo 50/ 50, rue Carnot, 92284 Suresnes Cedex, France

7.1. IlpeacraBuTe/ib AepKaTessi perHCTPALIMOHHOIO YA0CTOBEPEHUS

IIperen3uun norpedbuTeIel HANPABIIATS 10 AJIPECY:

Poccuiickas @enepanusa

AO «Cepsbe»

Anpec: 125196, r. MockBa, yi. JlecHas,
oM 7, atax 7/8/9

Ten.: +7 (495) 937-07-00

daxc: +7 (495) 937-07-01

O51. moyuTa: servier.russia@servier.com

PecnyOiuka Bemapyces

[MpencraButensctBo YAO «Les Laboratoires
Servier» (Opanmysckas Pecryonmka) B
Pecny6nuke benapych

Anpec: 220030, r. MuHck. yi. MsicHUKOBa,
70, 0. 303

Ten.: +375 (17) 306-54-55/56

On. mourta: officeBY @servier.com

Pecnyonuka Kazaxcran u Keipreizckas

Pecny6auka

TOO «Cepsbe Kazaxcran»

Anpec: 050020, r. Anmatsl, np. J{oCTBIK,
310C

Ten.: +7 (727) 386-76-62

On. nouta: kazadinfo@servier.com

PecniyOivka ApMeHus

[IpencraButenscTBo «Jlaboparopuu CepBbe»
Anpec: 0002, r. EpeBan, yn. Amupsna, 15,
maraszuH 100, Kentpon

Ten.: +374 (10) 50-50-74

. moyTa: pvarmenia@servier.com
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8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUS
Poccuiickas @enepauust: JITI-Ne(000156)-(PT"-RU)

Keiprezekas Pecniy6nuka: JITT-Ne000156-T'TI-KG

Pecniyommka Kazaxcran: JITT-Ne000156-I'TI-KZ

Pecriyomuka Apmenus: JIIT-Ne000156-T'TI-AM

Pecriy6nuka benapycs: JITT-NeQ00156-T'TI-BY

9. JIATA IEPBUYHOM PETUCTPAIIMU (HIOATBEPXKJIEHWUSA PETUCTPALINN,
IHNEPEPETI'MCTPALIUN)

JlaTa nepBoi perucTpanuu:

B Poccuiickoit ®enepannn 18.03.2021

B Keipreickoii Pecry6mmke 21.10.2021

B Pecnyb6nuke Kazaxcran 18.04.2022

B Pecny6iiuke Apmenus 21.04.2022

B Pecniy6nuke benapyce 26.05.2022

10. JATA NIEPECMOTPA TEKCTA
OOmast xapakTepuUCTHKa JIEKApCTBEHHOro mpemnapata ApudoH perapa [IOCTylHa Ha

WHPOPMAIIMOHHOM TIOpTajie EBpa3suiickoro SKOHOMHUYECKOTO Cor3a B HWH(GOPMAIMOHHO-

KOMMYHUKaImoHHou cetn «uTepHeT» https://eec.eaeunion.org/
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