OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Apudon perapa, 1,5 mr, TabreTku ¢ NPOJOHTHPOBAHHBIM BBHICBOOOXKIAECHUEM, MOKPHITHIC
IUIEHOYHOI 000JI0YKOH.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BEUIECTBO: HHAANIAMHU/I.

Kaxxnas tabierka ¢ mpoJIOHTMPOBAHHBIM BBICBOOOXKICHUEM, TOKPHITAs IJICHOYHOU 000JI0UKOI,
coaepxut 1,5 Mr nnanamua.

BcnomoratenbHbie BellecTBa, HaTUYUE KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJakTo3bsl MoHoTHIpaT — 124,5 mr (cM. pazzaen 4.4).

ITosHBIM IepeUeHb BCIIOMOraTeIbHbIX BEIIECTB IIPUBEICH B pasaeine 6.1.
3. JIEKAPCTBEHHAS ®OPMA

TabeTku ¢ IIPOJIOHTHUPOBAHHBIM BbICBO60)KI[eHI/IeM, IIOKPBITBIC IJIEHOYHOH 000JIOYKOH.

prrJ'IBIe, ABOSKOBBIITYKJIBIC Ta6J'IeTKI/I, IIOKPBITHIC IJICHOYHOM 06OJ'IOLIKOI‘/‘I, 0esoro OBCTA.

4. KJIMHMYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHHIO

ApudoH perapa nokaszas Juis JeUeHUs apTepUaIbHON THIEPTEH3HH Y B3POCIBIX.
4.2. PexuMm 103MpPOBaHMS U CIIOCO0 NPUMEHEHUS

PexxuM 103upOBaHus

[Tpumensiercs no 1 TabneTke B CyTKH, jKeJIaTeIbHO YTPOM;

IIpn nedeHMM MANMEHTOB C apTEpUAIbHOM THUIEPTEH3MEH YBEJIMYEHWE JI03bl Ipernapara He
INPUBOAUT K YBEIMYECHHUIO AHTUTMIIEPTEH3UBHOIO JEHCTBHS, HO YCWIMBAECT JUYPETUYECKUN
(camypernueckuit) 3¢ dekr.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmul ¢ napywenuem gynxyuu nouex (cm. pazoenvt 4.3 u 4.4)

[IprMeHeHre MPOTUBOIIOKA3aHO MallMEHTaM C TSKEJION MOYeYHON HEeJOCTaTOUYHOCThIO (KIUPEHC
KpeaTuHuHa MeHee 30 MJI/MUH).

TuasuHble U THA3UIOMOI00HbBIE AMYPETUKHU B OJTHON Mepe 3P (PEKTUBHBI TOJIBKO Y IMAIUEHTOB C

HOpMaJIbHOW (DYHKITMEH MOYeK WM ¢ MUHUMAJIbHBIMU €€ HapyIIICHUSIMH.



Ilayuenmul ¢ Hapywenuem @yHxyuu newenu (cm. pasoenvt 4.3 u 4.4)
[TpruMeHeHre TPOTUBOMOKA3aHO MAIUEHTAM C TSKEIIBIM HapyIIeHUEM (PYHKIUH ITCYCHH.
Tayuenmoi nosxcunozo eo3pacma (cm. pazoen 4.4)
VY NOXWUJBIX MAlMEHTOB ClIeyeT KOHTPOJIMPOBATh COAEpkKaHHe KpPeaTHHHWHA B IUIa3Me KPOBHU C
y4eTOM BO3pacTa, Macchl Tena u moja. JlekapcTBeHHblit mpemnapatr ApudoH peTap] MOMKHO
HA3HAYaTh MMOKUIIBIM MAI[UEHTaM C HOPMAIIbHOU (DyHKIIMEH OYEeK WIN TOJBKO C MUHUMATbHBIMU
€¢ HapyIICHUSIMHU.

eTH
bezonacHocTh U 3(dEKTUBHOCTh MPUMEHEHHS JIEKapCTBEHHOTro mpenapata ApudoH perapn y
JETeH U MOJIPOCTKOB HE YCTAaHOBJICHKI. [IaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

BHYpr; Ta6HeTKy CJICAYCT MPOrjIaTbIBaTh HCJIMKOM, HC PA3’KCBbIBAs, 3alINBAs BOJIOM.

4.3. IIporuBomoka3zaHus

- rI/IHep‘IYBCTBI/ITeHBHOCTb K ﬂeﬁCTBYIOIHeMy BCIICCTBY, APYI'UM IIPOU3BOAHBIM Cyn]’:»(i)OHaMI/II[a

WY K JTF00OMY 3 BCTIOMOTaTEeNbHBIX BEIIECTB Mperapara, IepednuciieHHbIX B paszjaene 6.1;
— Tsxenas noyeynas HEJOCTATOYHOCTH (KIIMPEHC KpeaTHHHHA MeHee 30 MII/MUH);
— Ileyenounas >HIEdaIONATHS W TSHKEIOE HapylIeHne (yHKINY ITe4YeHH;

— T'unokannemus.

4.4. OcoOble yka3aHHs M MePbl PEAOCTOPOKHOCTH NIPH NPUMEHECHUHU

C 0CTOPOKHOCTBIO

Hapymenust gyHKIMM NeYeHH U MOYEK JIETKOW MJIM YMEPEHHOM CTENEHU TSKECTH, HapyIIeHUs
BOJ/IHO-3JIEKTPOJIUTHOIO OajlaHCca, IPUMEHEHHE Y MMAllUEHTOB C yBeIHMUeHHbIM nHTepBasioM QT Ha
OKI', npuMeHeHne y HCTOIIEHHBIX NAlUEHTOB, y MAalMEHTOB, MOIYYarOIUX OJHOBPEMEHHYIO
TEpaNnuio IpenapaTaMu, KOTOpble MOTYT yBenuuuBaTb HHTepBan QT, coderaHHas Tepamnus
JIEKapCTBEHHBIMHU IIperapaTamMH, CIIOCOOHBIMH BBbI3BaTh IMOJIUMOP(PHYIO KETyJIOUYKOBYIO
TaxXMKapJIUI0 TUIA KITUPYIT», IpenapaTaMu JUTHSL, JIEKApCTBEHHBIMHU MperapaTaMu, ClIOCOOHBIMU
BBI3bIBATh TMIIOKAIMEMHIO WM CEPIEUYHBIMU TIIMKO3UAaMH (CcM. pasnen 4.5), nepudepudeckue
OTeKM WM AaclMT, UIIeMHuYeckas OoJie3Hb ceplua, CcepAedyHas HeI0CTaTOYHOCTb,
TUIeprapaTupeo3, caxapHblid AUabeT, TUIIepYpUKEMHUsl U Mojarpa, ajjlepruyeckasl peakius Ha
NEHNLAJUIMH B aHAMHE3e.

Oco0ble yKazaHus

Hapywenus ¢pynkyuu nevenu
[Tpu Ha3HAYeHMM THUA3HIHBIX U THA3UAONOJOOHBIX TUYPETUKOB y MAIMEHTOB C HAPYIIECHUSMU
GYHKIUM TeYeHH, 0OCOOEHHO B ClIyyae HApYyIIEHUs! BOIHO-3JIEKTPOJIUTHOIO OajaHca, BOZMOXKHO
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pa3BUTHE TEYEHOYHOM 2HIIe(haIonaTun, KOTopas MOXKET IPOrpPecCUPOBATh 0 IEUEHOUYHOM KOMBI.
B sTOM ciyuae npumMeHeHre TUypPETUKOB CIIEyeT HEMEIJICHHO IPEKPaTUTh.

Peaxyuu pomouyscmeumenvnocmu

Coo0mranocs 0 ciayyasix pa3BUTUA Peakiuil GOTOUYBCTBUTEILHOCTH Ha (POHE MpreMa THAa3UIHbBIX
U THA3UIONOAOOHBIX JUypeTuKoB (cM. pasnmen 4.8). B cioyuae pas3BuTus peakuui
¢doToUyBCTBUTENHHOCTH Ha (oOHE mpueMa JIGKAPCTBEHHOTO IMpernapara pPEeKOMEHIYEeTCs
MpEKpaTUTh JieueHUue. Eciu MOBTOpHOE Ha3HAUYE€HHE IUYpPETHKA MPU3HAHO HEOOXOIUMBIM,
PEKOMEHJIyeTCsl 3alllMIaTh OTKPBIThIE YYAaCTKHM OT COJHEYHBIX JIy4el WM HCKYCCTBEHHBIX
yIbTPaPHUOJICTOBBIX JTyUel ThIa A.

Bcnomozamenvvie eewjecmea

[TaneHTaMm ¢ peaKo BCTPEYAIOLICHCS HACIEACTBEHHON HENMEPEHOCUMOCTBIO TalaKTO3bl, MOJTHON
JIAKTa3HOM HEJAOCTATOYHOCTHIO MM TJIFOKO30-TAIAKTO3HON ManbabcopOiueii He ciexyer
MIPUHUMATH JIEKapPCTBEHHBIN npenapat ApudoH perapa.

Oco0bIe MePHI ITPETOCTOPOKHOCTH IIPU IIPUMEHEHNUHT

Boono-anexkmponumnsiii 6ananc

COd@DDfCClHue UOHO6 HAMPUA 6 nidsme Kposu

Jlo Havana jeueHusi HEOOXOIMMO OIPEISIIUTh KOHIICHTPAIIMIO HOHOB HATPUS B TIa3Me KpoBu. Ha
¢doHe mpuema mpemnapara cleayeT PeryspHO KOHTPOJIUPOBATh STOT MOKaszarenb. HeoOxomum
HOCTOSIHHBIN KOHTPOJIb KOHICHTPALMKM HOHOB HATpPHUA, TaK KaK ICPBOHAYAIBHOC CHMHKXCHHUC
KOHIIEHTPAIIMU HATPUs B TJIa3Me KPOBU MOXKET OBITh O€CCUMNTOMHBIM. bosee yacThiif KOHTPOIb
MOKa3aH MalueHTaM C IIUPPO30M MEeYSHH U JIUIAaM TMOKUIIOro Bo3pacTa (cM. pasaens! 4.8. u 4.9).
JIro6oii nuyperndeckuil mpenapar MOKET BbI3bIBaTh I'MIIOHATPUEMHUIO, MPUBOISILYI0 MHOITA K
Kpal\/JIHe TSIKCIIBIM TTIOCJIICACTBUSM. FI/IHOHanI/IeMI/ISI B COYETAHHUHU C THIIOBOJIEMHEN MOTYT OBITH
MPUYMHON O0E3BOKHMBAHUS W OPTOCTATHUECKOH TUmoTeH3uu. COIMyTCTBYIOLIEE CHIDKEHUE
KOHIIEHTpAllMd HMOHOB XJIOpa B IJJa3M€ KPOBU MOXET TMPHUBOJIUTH K BTOPHUYHOMY
KOMIICHCATOPHOMY METa0OIMYEeCKOMY aJIKaJIO3y: 4acTOTa Pa3BHTHUS M CTEIICHb BBIPAKEHHOCTH
9TOro 3P (heKTa HeZHAYUTEIHHBI.

CO@@UO;‘CGHUE UOHO6 KAJUA 6 niasme Kposu

[Tpu Tepanuu THA3UAHBIMHU ¥ THA3UI0MOJOOHBIMH TNYPETUKAMU OCHOBHOM PHCK 3aKII0YAeTCS B
CHI)KEHUU KOHIIEHTPALUH Kajus B TJIa3Me KPOBU U PA3BUTUM THUIOKAJIUEMHUH.

['mnokanuemMusi MOXKET BBI3BIBATH MBIIIEUYHBIE paccTpoiicTBa. Coo0manocs o  ciIydasx
pabaomuonn3a, B OCHOBHOM Ha (hoHE TspKenod runmokanueMuu. HeoOxoammo mpenoTBpariath
pa3BuTHe runokanueMuu (< 3,4 MMOJIB/JT) y TAIMEHTOB TPYIIBI TOBBIIIIEHHOTO PUCKA: MAIUEHTOB
MOXKMJIOTO BO3pPAcTa, HWCTOMICHHBIX W/WIW TOJYYaOUUX COUYETAHHYI0 MEIMKAaMEHTO3HYIO

Teparnuio, MalMeHTOB C UPPO30OM ME€YEHH, TEPUPEPUUECKUMHU OTEKAMU U aCLIUTOM, MAllUEHTOB C



UIIIEMUYECKON OOJIe3HBIO CepAla, CEpACYHOM HEIOCTATOYHOCTHIO. [ HITOKaTMeMus y TaKuX
MAlMEHTOB YCUJIMBAET KAPJUOTOKCUYHOCTh CEPACUHBIX TTTUKO3UI0B U MOBBIIIACT PUCK PA3BUTHUS
apUTMUM.

[TanmenTs! ¢ yaymHenueM uaTepBaia QT, Kak BpOKJIEHHBIM, TaK U BI3BAHHBIM JIEKAPCTBEHHBIMHU
npenaparamM, OTHOCSATCSA K Tpymme pucka. [ umokamuemusi, Kak W OpaguKapAus SBISCTCS
COCTOSTHUEM, CIOCOOCTBYIONIUM DPAa3BUTHIO TSHKEIOW apUTMHH, B YaCTHOCTH, MOJTMMOPQHON
JKETYIOUKOBOM TaXUKapIUU TUIIA ITUPYIT», KOTOPask MOKET MPUBECTHU K JIETATbHOMY HCXOMY.
Bo Bcex omucaHHBIX BBIINIE CIy4asX HEOOXOJAMMO KOHTPOJHMPOBATH KOHIIEHTPAIMIO Kalus B
m1a3Me KpoBH, Oosiee 4acTo, yeM oObuHO. [lepBoe m3MepeHne KOHIIEHTPAIMH WOHOB KaJHs B
J1a3M€e KPOBH JIOJKHO OBITH BBHITIOJIHEHO B MEPBYIO HEJEIIO OT Hauasa JICUYCHHUS.

[Ipu BBIABICHMH THUMNOKAIMEMHH JOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOIIEE JICUCHHE.
['mnokanuemus, BhISIBJICHHAs B COYETAHUM C HU3KOW KOHILICHTpAIlMEd MarHus B IJla3Me KPOBH,
MO3KET ObITh YCTOWYMBOM K JICUSHUIO B CITy4yae, €CJIM He CKOPPEKTUPOBAHO CO/IEP)KaHUE MarHus B
J1a3Me KpPOBH.

Codepofcanue MACHUA 6 Niasme Kposu

br1o IIOKAa3aHO, 4YTO THA3HMAHBIC H TI/IaSI/I,I[OHO,I[O6HBIe AUYPCTHUKHU, BKJIOYass HWHAAIIAMHUI,
YBCIUMYUBAIOT S3KCKPCUHUIO Maruus € MO‘IOI‘/‘I, 4YTO MOXKCT IIPUBCCTHU K THIIOMArHuE€MHuun (CM. pasacia

45u4.38).

Codepofcaﬁue Kdlvbyus 6 niasme Kposu

TuasuaHble U THA3UI0NOI00HBIE TUYPETUKA MOTYT YMEHbIIATh BBHIBEICHUE KAJIbLIUS TOYKAMH U
IIPUBOJUTH K HE3HAYUTEIBHOMY M BPEMEHHOMY IOBBILIEHUIO YPOBHSI KaJIbLUs B IIJIa3M€ KPOBH.
HctuHHas runepkaiblMeMHsT MOXET ObIThb CIEJICTBUEM paHee He JUarHOCTMPOBAHHOIO
runeprapaTupeosa.

Crnenyer mpekpaTuTh MPHEM AWYPETHUECKUX NpPEenaparoB Mepel] HCCIeOoBaHUEM (DYHKIUH
NapalUTOBUIHBIX XKEJIE3.

Cooeporcanue 2noko3wvl 6 niazme Kpoeu

BaxHO KOHTPOJIMPOBATH KOHLEHTPALIMIO ITFOKO3bI B KPOBU Y TAIIUEHTOB C CaXapHbIM AHa0eTOM,
0COOEHHO MPU HAJIMYUU TUTTOKATUEMHUH.

Mouesas kucroma

VY nanueHToB ¢ TunepypruKeMueil MOXKET YBEIMUNBATHCSA PUCK Pa3BUTHS MPUCTYIIOB MOJIATrPHI.
Huypemuueckue npenapamol u QyHKYUs noyex

TuasuHble 1 THA3UIO0MOA00HbIE TUYPETHKH 3()()HEKTUBHBI B IIOJIHOM Mepe TOJIBKO Y MALUEHTOB C
HOpPMAaJIbHOW MJIM HE3HAUUTENIbHO HapylIeHHOH (yHKIMel movek (coiepikaHue KpeaTHMHHHA B

MIa3Me KPOBH Y B3POCHBIX JIUMIl HIKE 25 Mmr/m win 220 MKMOJB/T). Y TalUeHTOB MOXHUIOTO



BO3pacTa YpOBEHb KpEaTHHUHA B IUIa3M€ KPOBU PACCUUTHIBAIOT C YUETOM BO3PACTa, MACChl TENa
U 10Ja.

Crnenyer y4yuThIBaTh, YTO B Hayaje JICUCHHUS y MALMEHTOB MOXET HAOIIOAATHCS CHUKCHHE
CKOpOCTH KJIyOOUKOBOM (pHIIbTpalliK, 00YCIOBIEHHOE THIIOBOJIEMUEH, KOTOpasi, B CBOIO O4Yepeib,
BbI3BaHa MOTEpel BOJbI M MOHOB HaTpus Ha (OHE Ipuema JUypeTHdecKux npemnapartoB. Kak
CIIEJICTBUE, B IIJIa3M€ KPOBU MOXKET YBEJIMYMBATHCSI KOHLEHTPALlMs MOYEBHUHBI U KpEaTHMHMHA.
Takast TpaH3uTOpHas (PYHKIMOHAIbHAS MOYEYHAs HEJIOCTATOYHOCTh HE MMEET KIMHHYECKOTO
3HAYEHUsl y MAlUEHTOB C HOPMAJIbHOM (YHKLHMEH MOYeK, OAHAKO MOXKET YCyryOusiTh yxke
MMEBILYIOCS 1O Hayaa JIeYeHHs [TOYEUHYI0 HEJJOCTATOYHOCTb.

Cnopmcmenvl

CnoprcMeHaM ciieffyeT oOpaTuTh BHUMaHUE, YTO JEHCTBYIOIIEE BEIIECTBO, BXOASIEE B COCTaB
JIEKapCTBEHHOTO Ipenapara ApudoH perapi, MOXKET JaBaTh IMOJOXKUTEIbHBIA pe3ysbTaT MpH
IPOBE/IEHUH JIOTIUHT-KOHTPOJIS.

Xopuouéaﬂbnblﬁ evinom / OCWIDCZ}Z MUONUA /BI’I’IODM'{HCUZ 3AKPbIMOY2OJbHAA 21AYyKOMA

CynbpoHaMHUIBI W WX TPOU3BOJHBIC MOTYT BBI3BIBATH HIUOCHHKPA3HUECKYIO PEAKITHIO,
MPUBOJISAIIYIO K PA3BUTHIO XOPUOUAAIBEHOTO BHITIOTA C JeEKTOM I0JIS 3pEHUS], OCTPOIl MUOIHH U
OCTPOMY MPUCTYITY BTOPUYHOMN 3aKPBITOYTOJIBHOM TN1ayKOMbl. CHUMITOMBI BKIIOYAIOT: BHE3ATHOE
CHW)KCHHE OCTPOTHI 3pEHUS WIIA 0O0JIb B IJ1a3aX, KOTOPBIC MPOSIBIISTFOTCS, KaK MPABUIIO, B TCUCHUE
HECKOJIbKMX YaCOB WJIM HEJIeTb OT Havaja Teparnui THa3UIHBIM / THA3UI0MIOI00HBIM JUYPETUKOM.
[Tpu OTCYTCTBUU JICUEHUS OCTPask 3aKPHITOYTOIbHAS TJayKOMa MOXKET MPUBECTH K HEOOpaTUMOM
norepe 3peHus. [Ipu MosBIEHUH CUMITOMOB HEOOXOIMMO KaK MOXXHO OBICTpee MpPeKpaTUTh
MpUEM THA3UIHOTO / THA3HAOMOAO0HOTO nuypeTuka. Eciu BHyTpUria3HOEe JaBJIE€HUE OCTaeTCs
HEKOHTPOJIUPYEMBIM, MOXXET MOTPeOOBaTHCSI HEOTIIONKHOE METUKAMEHTO3HOE JICUCHHUE WU
XUPYPrU4ecKoe BMEMIATeNbcTBO. DaKTOPOM pHUCKa Pa3BUTHUS OCTPOUM 3aKPBITOYTOIbHOM
TJIayKOMBI SIBIISIETCS allieprudeckasl peakiius Ha MPOU3BOAHbBIE CYTb(OHAMU/IA WM TIEHULIUIUINH

B aHaAaMHCE3¢€.

4.5. B3amMmopeiicTBHMe ¢ JAPYIrHMH JIEKADCTBEHHBIMH IIpenapaTaMd M JApyrue BH/bI
B3aMMO/JEHCTBUA

KOM6I/IHaHI/II/I, HE PEKOMCEHAYEMBIC K IPUMEHCHUIO

Ilpenapamor rumus

IIpy OAHOBPEMEHHOM NPUMEHECHMM HHAANAMUA U IIPENApPATOB JIUTHUS, TAKXKE, KaK U MpHU
coOoIeHnH 0eCCOJICBOM JTUEThI, MOXKET HAOJI0/IaThCs TOBBIIICHUE KOHIICHTPAIMH JIUTHS B
IJa3Me€ KPOBU BCIEJCTBUE CHUKEHHS €ro 53KCKPEIUH, COMPOBOXKIAOIIEECS MOSABICHUEM

NPU3HAKOB TMepeno3upoBKU. [Ipy HEOOXOAMMOCTH IMypeTHYecKHe NpenapaTbl MOTYT OBITh



UCTIOJIB30BaHbl B COYETAHWW C TpernaparaMd JIATUS, TPH OSTOM CIEAyeT THIaTeIbHO
KOHTPOJIMPOBATh KOHIICHTPAIMIO JIUTHS B IUIa3Me€ KPOBH M COOTBETCTBYIOIIUM 00pa3zom
noa0upaTk J03y Impernapara.

KOM6I/IHaHI/II/I, TDC6VIOH.[I/I€ OpeaOoCTOPOKHOCTHU

Jlexapcmeennvie npenapamul, cnocobmbie 8b136aMb NOTUMOPPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO

MUna «Nupysmpy, 6KA104As, HO He 0ZPAHUYUBAACH!

— aHTUApUTMMYECKHE JIEKapCTBEHHble IpemapaTsl [A  kiacca (Hampumep, XWHUMH,
TUAPOXUHUANH, qu3ornupamu, npokanaamun) u IC kimacca (haexkannun);

— aHTHapUTMUYECKHe JiekapcTBeHHble npenapatsl 111 knacca (Hanpumep, aMHOJapoH, COTAION,
noderunua, nOyTUIH I, OPETHIINN, IPOHEIAPOH );

— HEKOTOpble AHTHUIICUXOTHYECKHE Hpenaparhl: (eHOTHa3uHbl (HAIpUMeEp, XJIOPIPOMA3HH,
IMaMeMa3rH, JICBOMENPOMa3tH, THOPHIA3uH, TpudiyonepasuH, ¢aydenazun), OeH3aMuIbI
(HampuMep, aMUCYJIBIPU, CYIBIUPHU, CYIbTONPUAI, THANPUA), OyTUPO(EHOHBI (Hampumep,
JpONEPHI0JI, TaJONepUoN), APyrue aHTUIICUXOTUYECKUE Mpenaparsl (Hanpumep, MUMO3H],
CEepPTUHION);

— AHTUJENPECCAHTbl: TPULMKIMYECKUE AHTHJIEIPECCAHTBHI, CEJIEKTUBHbIE  HMHTUOUTOPHI
00paTHOro 3axBaTa CEpOTOHMHA (LUTAIONPAM, ICIIUTATIONPaM);

— aHTHOaKTepuaNbHBIE CpencTBa: (TOPXUHOJOHBI  (JIEeBO(IOKCAIMH, MOKCHU(IOKCAIH,
cnapduokcanut, LUOPOQIOKCALMH); MAaKpOIUIbl (3PUTPOMUIMH MpPU BHYTPUBEHHOM
BBEJICHUU, a3UTPOMUIIMH, KIIAPUTPOMHUILIMH, POKCUTPOMHIIMH, CIIUPAMUIIMH), KO-TPUMOKCA301;

— NPOTHBOIPUOKOBBIE CpEJCTBA psla a30jJ0B (BOPUKOHA30J, WTPAKOHA30J, KETOKOHA30I1,
drykoHazomn);

— MIPOTHUBOMAISIPHIMHBIE CPEe/ICTBA (XUHHUH, XJIOPOXUH, ME(PIOXUH, raIopaHTpHH, TyMehaHTPHH);

— aHTHaHTMHAJIbHbIE CPEJCTBA (paHOJIA3UH, OeTPUANII);

— MIPOTHBOOITYXOJIEBbIE MpenapaThl U UMMYHOCYTIPECCaHThI (BaHAETaHUO, MBIIIbIKA TPUOKCHU]I,
OKCAJIUIIJIATHH, TAKPOJIUMYC, aHArpeu);

— TIPOTHBOPBOTHBIE CPE/ICTBA (OHJIAHCETPOH);

— CpEenCTBa, BIUAIOIINE HA MOTOPUKY JKETyJOUYHO-KUIIIEYHOTO TPaKTa (LU3anpu, JOMIEPHUJIOH);

— aHTUTHCTaMUHHBIE Cpe/icTBa (acTeMu30J1, TepdeHa NH, MU30JIACTHH);

— IpoYMe aKTHUBHBIC BEIIECTBA: IMEHTAMUAMH, AU(PEMaHWI, BUHKAMUH IPH BHYTPHUBEHHOM
BBEJICHUHU, Ba30NPECCHH, TEPIUNPECCHH, KeTaHCepUH, MpoOykoj, mpornodoi, ceBodIypa,
TEPOJWINH, IIUJIOCTAa30J1, METAJI0H.

[ToBBIIEHHBI PUCK PA3BUTHS KEIYAOUYKOBBIX apUTMHM, B YacCTHOCTH MOJIUMOPQHON

KENyTOYKOBOU TaXUKapIUH TUIIA «ITHPYIT» ((aKTOp pUCKa — THIIOKATTUEMHS ).



[lepen Ha3HaueHMEM KOMOMHUPOBAaHHOM TepalmuM WHIANAMUAOM U YKa3aHHBIMH BBIIIE

[pernapaTamMi CJI€AyeT MPOBECTH HCCIEIOBAHUE C LIEIbI0 BBISIBICHHUS TMIOKAIMEMUU U IpU

HEOOXOJUMOCTH TPOBECTH Koppekuuoo. HeoOxoauMm KOHTPOJb KIMHUYECKOTO COCTOSHUS

NAIUEHTA, KOHTPOJIb COAEP KAHUS DJICKTPOIMTOB B IUIa3Me KpoBH, nokaszarenen JKI'.

Y nauueHToB C TUIOKAIMEMHUEH HEeoOXOIUMMO IPUMEHATh Ipernaparbl, HE BbI3bIBAIOLINE

HOJTMMOP(HYIO JKEITYA0UKOBYIO TAXUKAPIUIO TUTIA KITHPYIT.

Hecmepououvie npomugogocnanumenvhvle J1eKapcmeeHHvle npenapamvl (Npu CUCEMHOM

npumeneHul), xarouas cerekmusHole uneubumopst LJOI'-2, bicoxue 003bl ayemuicatuyuiosou

Kuciomsl (= 3 2/cymku)

B03M0OHO CHIKEHHE aHTUTHUIIEPTEH3UBHOT0 3 dexTa nHIanamMua.

VYV 00e3BOKEHHBIX MAllMEHTOB CYIIECTBYET PUCK Pa3BUTUS OCTPOM MOYEUHOM HETOCTaTOUYHOCTH

BCJICJICTBHE CHIDKCHHS KIIyOOUKOBOW (mibTpanuu. [larmmentam HEOOXOIMMO KOMIIEHCHPOBATH

HOTEPIO XKHUAKOCTH U B Ha4aje TeParuu TIATEIbHO KOHTPOIUPOBATH (P)YHKILIMIO IOYEK.

Hneubumopuol aneuomensun-npespawarouieco gpepmenma (AI1D)

Haznauenne marnOutopoB AII® ¢ M3HAYaIbHO CHMIKEHHOW KOHIICHTPALMEH MOHOB HATPHUS B

KPOBH COIIPOBOXKJIACTCS PUCKOM BHE3AITHON apTepHaIbHON THITOTEH3UU M/HITH OCTPOH IMOYEYHOM

HE/I0CTaTOYHOCTH (B YaCTHOCTH, y NAI[MEHTOB CO CTEHO30M I1IOYEYHOM apTepun).

[Tanuentam ¢ apmepuanvHou  2unepmensuell. W BO3MOXKHO CHIDKEHHOW, BCIEICTBHE

NPEIIIECTBYIOIEr0 NPUMEHEHUS JTUYPETHKOB, KOHIIEHTpallMe WOHOB HAaTpUsi B KpPOBH,

HE00X0UMO:

— 3a 3 gHA 1o Hayana JyeyeHuss uHruoutopom AIID npekpatuTe npuem IuypeTukoB. B
JalbHEWIeM, TpU HEOOXOIMMOCTH, INpPUEM HeKalIuiicOeperaromero IuypeTHKa MOXKHO
BO300HOBUTS;

— WIM HauuHaTh Tepanuto MHruoutopoM AIID ¢ HM3KUX 703, C MOCIEAYIOIIMM MOCTEIEHHBIM
yBEJIMYEHUEM JI03bI B ClTyyae HEOOXOAMMOCTH.

Ilpu xpomnuueckoiui cepoeunoti HedocmamoyHocmu nedeHue uHruoutopamu AIlD crenyer

HAaYMHATh C CaMbIX HHU3KMX JI03 C BO3MOXXHBIM IIPEIBAPUTEIILHBIM CHU)XKEHHEM 103

HeKaJniicOeperaroiero My peTrka.

Bo ecex cnyuasx, B mepBble Henenu mnpuema MHruoutopos AIID y manueHTOB HEOOXOIUMO

KOHTPOJHUPOBATH (I)yHKL[I/IIO IIOYCK (co;[epxcaHHe Kp€aTHHHWHA B IJIa3M¢C KpOBI/I).



Jlpyeue npenapamol, cnocobHvle 6vl36amv cunoxaiuemuro: amgomepuyun B (8/8), enoxo- u
MUHEPATIOKOPMUKOUObL  (NPU  CUCMEMHOM NPUMEHeHUU), Mempako3akmuo, clabumenvHvie
cpeocmea, CMUMyaupyiowue MOmMopuKky KUWeyHuKa

YBenuueHue pucKa pa3BUTHs TUITOKATMEMUH (AU TUBHBIN 2P (DEKT).

Heo0xouM MOCTOSIHHBIA KOHTPOJIb KOHIICHTPAIIMY KaIHs B TUIa3Me KPOBH, TIPU HEOOXOTUMOCTH
— ee koppekuusa. Ocoboe BHUMaHUE CIIEAYeT YANATh NalueHTaM, OJHOBPEMEHHO MOTYYarOIuM
cepAcyHble TJIMKO3UIbl. PeKoMeHIyeTcsi UCHOib30BaTh ClIaOUTENbHBIE CPEACTBA, HE
CTHMYJIUPYIOIIHE MOTOPUKY KHIIICUHUKA.

baknoghen

Otmedaercst yCUIIeHUE aHTUTUTIIEPTEH3UBHOTO () deKTa.

[TaruenTamM HEOOXOIMMO KOMITEHCHPOBATH MOTEPIO JKUJIKOCTH M B HavaJle JICYCHHSI TIIATESIHHO
KOHTPOJHPOBATh ()YHKIIHIO MTOYEK.

Cepoeunvie 2nuko3uobl

['umokanuemMust U/ TUITOMAarHueMUsT MOKET TIPOBOIIMPOBATH YCHIICHUE TOKCHUECKUX Y (HEKTOB
CEpJICYHBIX TIWUKO3UIOB. [IpM OAHOBpEeMEHHOM NPHUMEHEHWW WHIANAMHUJA U CEPACYHBIX
[JIMKO3UIOB CJICJYeT KOHTPOJIHMPOBATh KOHIICHTPAIIMIO Kajius M MarHus B IUIa3Me KpPOBH,
nokazarenu DKI', u, mpu HEOOXOAUMOCTH, KOPPEKTUPOBATH TEPAIHIO.

KoMOuHamu, tpedviomue 0co00ro BHUMaHus

Annonypunon
CoBMeCTHOE TPUMEHEHHE C WHJAAMAMHAOM MOXKET TOBBIIATE PHUCK PA3BUTUS PEaKLUM
TUIIEPUYYBCTBUTEIBHOCTH K AJIJIOMYPUHOILY.

KoMOuHamu, tpedvione BHUMaHUS

Kanuiicbepecarowue ouypemuxu (amunopuo, CRUpOHOIAKMOH, MpUuammepeH)
KomOuHupoBaHHass  Tepamusi  HHAANAMUIAOM M KajuiicOeperamoumyMu  JTUypeTHKAMHU
nenecooOpa3Ha y HEKOTOpBIX MAIMEHTOB, OJHAKO NMPHU 3TOM HE MCKIIOYAETCs BO3MOYKHOCTh
pPa3BUTHUSI TUNOKAIMEMHUU WM TUIEpPKAIMEeMUU (OCOOEHHO Yy TAalMEeHTOB C MOYEYHOU
HEIOCTaTOYHOCTHIO WIJTH Y TTAIIMEHTOB C CaXxapHBIM THA0ETOM).

Heo6x0a1Mo0 KOHTPOIMPOBATH KOHIEHTPALMIO Kalus B Tu1a3Me KpoBH, nmokazarenu DK u, npu
HE00XO0IMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Memdghopmun

OyHKIMOHANBHAS TTOYE€YHAs HEJOCTATOYHOCTh, KOTOpas MOXKET BO3HHKATh Ha (OHE MpHeMa
JTMYPETUKOB, 0COOEHHO METJIEBBIX, MOBBIIIAET PUCK PA3BUTHUS UHIYLIUPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHCJIOTO allu03a.

He crnenyer mpuMeHsSTh METQOPMHH, €CIIM YPOBEHb KpEaTHHHWHA B TUIa3Me€ KPOBH IPEBBIIIACT

15 mr/n (135 mxMonb/i) y MysxkurH 1 12 mr/in (110 MKMOJIB/JT) y JKEHIIHH.



Hoocodepaicawue konmpacmuvie seuyecmsa

B ciydae o6e3BoxuBaHus OpraHu3Ma Ha GOHE IpreMa TNyPEeTUICCKUX MPENnapaToB YBEININBACT
PUCK Pa3BUTHUS OCTPOU MOYCYHOU HETOCTATOYHOCTH, OCOOCHHO MPU MCIOJIE30BAHUHU BBICOKUX 103
HoJIcoepKaiX KOHTPACTHBIX BEIIECTB.

[lepen mnpumeHeHWEM HOACOAEPIKAIIMX KOHTPACTHBIX BEIIECTB MAI[MUCHTaM HEOO0XOJUMO
KOMIICHCHPOBATh TIOTEPIO JKUKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, GHMUNCUXOMUYECKUE NPENAPAMbL

[IpenapaThl 3TUX KJIACCOB OKa3bIBAIOT AHTHUTUIICPTCH3MBHOE JCHCTBHE W YBEIMYHBAKOT PUCK
Pa3BUTHS OPTOCTATHYECKOMN TUITOTEH3HUH (I TUTUBHBIN 2P (DEKT).

Kanvyuii (conu)

[Ipy OMHOBPEMEHHOM TMPUMCHCHHH BO3MOXKHO pAa3BUTHE THIICPKAIBIIUEMHUH BCJICICTBUC
CHIDKCHHUSI BBIBE/ICHUSI HOHOB KaJIbIIHSI TIOYKAMHU.

Luxnocnopun, makpoaumyc

Bo3MoxHO yBenWueHWE KOHIIGHTPAMM KpPEaTMHWHA B IUIa3MEe KpPOBU 0€3 W3MCHCHHUS
KOHIIEHTPAIIUU [UPKYJIUPYIOMIETO MUKIOCTIOPHHA, JTaXKe TIPU OTCYTCTBUU TIOTEPH BOJIBI U HOHOB
HATpHSL.

Kopmukxocmepouonuvle npenapamsi, mempaxko3axmuo (cucmemHoe npumenerue)

CHIKEHUE aHTUTHIEPTCH3UBHOTO d(pdekTa (3amep)kka BOJBI U MOHOB HATPUS B PE3yJIbTATe

JIEHCTBUSI KOPTUKOCTEPOUIOB).

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTH H JIAKTAIUS

bepeMeHHOCTB

B HacTosmuit MOMEHT HET J10CTaTOYHOI'O KOJIMYECTBAa JAaHHBIX O MPUMEHEHUH MHJIaNaMuaa BO
BpeMsi OepemeHHocTH (omucaHo MmeHee 300 ciyuaeB). /lnuTenbHOEe NpUMEHEHHE THA3UIHBIX
TMYPETUKOB B TPEThEM TPUMECTpPEe OEpPEeMEHHOCTH MOKET BBI3BaTh TMIIOBOJIEMHUIO Y MaTepu H
CHIDKEHHE MaTOYHO-TUIAIICHTAPHOTO KPOBOTOKA, YTO MPUBOAUT K (DETOTUTAIIEHTAPHON UIIEMHUH U
3aJiepXKKe pa3BUTHUS IUIOJA.

HccnenoBanust Ha )KUBOTHBIX HE BBIIBMIIM MPSIMOTO MJIM HENPSIMOTO TOKCHYECKOTO BO3/IEHCTBHS
Ha PETNPOTYKTHBHYIO (PYHKIIHIO.

B xadecTBe MephI MPETOCTOPOKHOCTH PEKOMEHIyeTCsl n30eraTh NpUMEHEHUs MHIAaMuaa BO
BpeMsi OEpEMEHHOCTH.

JlakTanus

JIaHHBIX O TIPOHWKHOBEHHH MHJANaMHJIA HIIM €r0 METa0OJIMTOB B TPYJAHOE MOJIOKO Y YeJOBeKa

HEAOCTATOYHO. vy HOBOPOXACHHOI'O ITPU 3TOM MOXKET Pa3BUTHCA NOBBIIICHHASA YyBCTBUTCIIBHOCTD



K T[POU3BOJIHBIM cCyib(oHaMuZa M THUNOKaTUeMus. B cBi3u ¢ d3TUM, pHCK AJs
HOBOPOXKJICHHOTO/MJIaJICHIIa HE MOKET OBITh UCKIJIIOUYEH.

Wupgamamun OnMM30K K THA3WIHBIM JHYPETUKAM, MPUEM KOTOPBIX BBI3BIBAET YMCHBIICHUE
KOJIMUECTBA TPYIHOTO MOJIOKA UJTU JIaXKe MOJaBJICHUE JTaKTall|H.

[IpuMmeHeHre nHAANMaMKUa B TIEPUOJI TPYAHOIO BCKAPMIIMBAHUSI HE PEKOMEH I EeTCS.

DdepTUabHOCTD

I/ICCJ'IGI[OBaHI/ISI perOI[yKTHBHOfI TOKCHUYHOCTH I1OKa3aJikd OTCYTCTBUC BJIIUSIHUS HA q)epTI/IJIBHOCTB

CaMOK U CaMIIOB KPBbIC. HpeﬂHOHO)KI/ITeJ'IBHO, BJIMAHHUC Ha (bepTI/IJ'IBHOCTB Y 4€JIOBEKA OTCYTCTBYCT.

4.7. Bausinme Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMHM M padoraTh ¢
MeXaHU3MaMH

WMupanamMu He BIMSET Ha HapyLIEHWE BHUMAaHUSA, HO B HEKOTOPBIX CIy4asX MOTYT BO3HUKATb
peakLuu, CBSI3aHHbIE CO CHUYKEHUEM apTepUaIbHOTO JaBJIEHMSI, OCOOCHHO B Ha4aje Tepanuu Uiu
npu A00aBlIeHHMH K TPOBOJMMOW TEpamuM JPYTHX AaHTUTUIEPTEH3UBHBIX JIEKAPCTBEHHBIX
npenapartoB. B pe3ynpTare ciocOOHOCTb yNpaBiATh aBTOMOOMIIEM WM APYTUMH MEXaHU3MaMU

MOJKET OBITH HapyuIcHa.

4.8. HexenaTejbHble peakun

Pesrome mpoduisg 6e3onacHoOCTH

Haunbonee dacTeiMu HEXeENaTENbHBIMH PEAKIUAMH, O KOTOPBIX COOOIIANIOCh, ObUIH
TUTIOKAJTUEMUS, PEAKIIUU TTOBBIIIEHHON YyBCTBUTEILHOCTH, B OCHOBHOM JIEPMATOJIOTHYECKUE, Y
MAalKUEHTOB C MPEIPACHOI0KEHHOCThIO K aJIJIEPTUYECKUM U aCTMAaTUYECKUM PEAKLUsIM, a TaKXKe

MaKyJIO-I1aIyJIC3Has ChbIIlb.

TabnnuHoe PE3I0OME HEKENATCIILHBIX PeaKIINl

YacroTa MOOOYHBIX peakiuii, KOTOpble OBLTM OTMEYEHBI BO BpeMs TEpanuy HHIAMAMHUIOM
MpUBE/ICHA B BHUJIE CIEMyIOUIeH rpafanuu: o4eHb yacto (=1/10); wacro (=1/100, <1/10); neuacto
(21/1000, <1/100); penxo (=1/10000, <1/1000); ouens penko (<1/10000), yactoTa HEM3BECTHA

(qaCTOTa HE MOET OBITh noaCHYuTaHa Mo JOCTYITHBIM I[aHHLIM).

CucTeMHO-OpraHHbIi
KJjace HexenarenbHble peakuuu Yacrora
MedDRA

ATrpaHyJ0IuTO3 Ouensp penko

Hapymenus co ctopoHbl ArracTuyeckasi aHeMHUsI Ouensp penko
KPOBHU U TUM(paTUIECKOI ['emonuTHyecKas aHeMHUsI OueHb penko
CHUCTEMBEI Jleikonennsa Od4eHb penko
TpomOGouuToneHUs OueHb penko
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CucreMHO-OpraHHbIi
KJjace HesxkenarenbHble peakuuu Yacrora
MedDRA
lNunepkanbuuemust OueHnb penko
I'mmokanuemus (cMm. pazzaen 4.4) Yacrto
Hapymienust merabonusma u
I'unomarunemus Penxo
MATAHUS
IM'unoxnopemus Penxo
I'mnonarpuemus (cM. pasaen 4.4) Heuacto
Bepturo Penxo
[ToBblIEHHAs] YTOMJISIEMOCTD Penko
Hapyienus co ctopoHbl ["onoBHast 60J1b Penko
HEPBHOU CHUCTEMBI [lapecresus Penxo
Yacrora
O6mopok
HEU3BECTHA
Yacrora
Muonus
HEU3BECTHA
Yacrora
Heuetkoe 3penue
HEU3BECTHA
Hapymenust co ctoponst Yacrorta
Hapyuienue 3penns
OpraHa 3peHust HEU3BECTHA
Yacrora
OcTtpas 3aKpbITOYT0JIbHAS IJIayKoMa
HEU3BECTHA
. Yacrorta
XOpHOHIaTIbHBIN BBIIOT
HEU3BECTHA
Aput™mus OueHb penko
Hapymenus co cTopoHsI [TomumopdHas xemyJouKoBast TaXUKapaAns Yacrora
cepana THUTIA «TUPYIT» (MMOTEHIIUATBHO C JIETATbHBIM
HEU3BECTHA
ucxoqom) (cM. pazaens 4.4 u 4.5)
Hapymenust co ctopoHbl
ApTtepuanbHas THIIOTEH3Hs OueHb penko
COCY/IOB
PBota Heuacto
Hapymienus co ctopoHbl TomHoTa Penxo
KEITyJOYHO-KUIIEYHOT O 3anop Penko
TpakTa CyxocTh BO PTY Penko
[Tankpeatut OueHb penko
Hapymenne GpyHkuuu nedeHu OueHb penko
Hapymienust co cTopoHsl B03MOXHO pa3BUTHE IEUEHOUHOU Yacrora
MIEYECHU U KETYEBBIBOSAIINX | 3HIIE(]AIONaTuu B cliydyae NeYeHOYHON HeH3BECTH
myTen HEJ0CTaTOYHOCTH (cM. pa3zaeinsl 4.3 u 4.4).
Yacrora
l'ematur
HEU3BECTHA
Peakiiy noBBIIIEHHON YyBCTBUTEIBHOCTH Yacto
Makyio-nanyJsie3Hasi Cblllb Yacro
[Iypmypa Heuacto
Hapymenus co ctopoHbl Tpiyp =
.. | AHTMOHEBPOTHYECKHUH OTEK OueHb penko
KOKU Y TTOJIKO’KHBIX TKaHEH
KpanusHuna OueHb penko
Tokcuyeckuil dnuIepMaIbHbI HEKPOIU3 OueHb penko
Cungpom CruseHca-/[PkoHCOHA OueHb penko
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CucreMHO-OpraHHbIi

KJjace HesxkenarenbHble peakuuu Yacrora
MedDRA
Bo3MmokHOE 000CcTpeHNE YKe UMEIOIICHCS YacroTa
OCTPOM CUCTEMHOW KPAaCHOM BOJTYAHKH HEU3BECTHA
Peakuuu poTouyBCTBUTENBHOCTH (CM. Yacrora
paznen 4.4) HEU3BECTHA
Hapyiienus co ctopoHbl
MOYEK U MOUYEBBIBOISALIUX [Toyeunast He1IOCTATOUHOCTH Ouensb penko
nyTen
Yacrora
CrasM MBIIIII
HEH3BECTHA
Yacrora
Hapymienust co ctopoHbl Mpimeunas ¢1abocTh
. . HEH3BECTHA
MBIIIEYHOH, CKEJIETHOU U
N Yacrora
COCJIMHUTEIILHON TKaHU Muanrus
HEW3BECTHA
Yacrorta
Pabnomuonus
HEU3BECTHA

Hapymienust co cTopoHsl
PETPOTYKTHBHOM CUCTEMBI U | DPEKTHIIbHAS TUCHYHKINS Heuacto
MOJIOYHBIX XKEJIE3

VY nnunenue unrepBana QT na OKI (cm. Yacrora
paznensl 4.4 u 4.5) HEHU3BECTHA
[ToBbITIEHNE KOHIIEHTPAIMH TJIFOKO3bI B Yactorta
JlaGopaTopHbIie U KpoBH (cM. pazzaen 4.4) HEH3BECTHA
MHCTpYMEHTAaJIbHbIE JaHHbIE | [[OBBINICHNE KOHIICHTPAIUU MOYEBOM Yactorta
KHCIIOTHI B KpoBH (cM. paznein 4.4) HEU3BECTHA
[ToBbIlIEHNE AKTUBHOCTH «II€YEHOYHBIX) YacroTa
(hepMeHTOB HEW3BECTHA

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX DeaKHI/Iﬁ

B pamkax uccnenoBanuit II u Il ¢a3sl, cpaBHUBarOmMX MHAanamuja B A03MpPOBKe 1,5 Mr u
2,5 Mr, BBISIBIEHO JJO303aBHCUMOE BIMSIHUE MHAANAMK/IA HA YPOBEHb Kajus B IJIa3Me KPOBHU:

- Uananamug 1,5 Mr: KOHIIEHTpaIys Kajius B Iia3Me KpoBH MeHee 3,4 MMOJIb/T HaOIroganace y
10 % manueHToB, U KOHIIEHTpallKs Kaaus B IJia3Me KpoBH MeHee 3,2 MMOJIb/JI Habmo1anach y
4 % mnanueHToB uepe3 4-6 Henmenb mocie Hadana Tepanuu. [locne 12 Hemens Tepanuu cpenHee
CHI)KEHME KOHLEHTpAIlMU Kalus B I1a3Me KpoBH cocTaBiisio 0,23 MMOJb/I.

- Uananamug 2,5 Mr: KOHIIGHTpAIHsl Kajius B I1a3Me KpoBH MeHee 3,4 MMOJIb/JT HaOIroganacey y
25 % marueHToB, ¥ KOHILIEHTPALHs Kallus B TJIa3Me KpPOBU MeHee 3,2 MMOJb/1 Ha0Iroaanach y
10 % marnmenToB uepe3 4-6 Henenp mocie Havyana Tepanun. [locne 12 Heaenb Tepanuu cpeaHee

CHIDKEHHWE KOHIICHTPAIIMU KaJls B IU1a3Me KPoBH cocTaiisiio 0,41 MMOmb/m.
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COO6H_ICHI/IG O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PEAKIINAX

BaxxHo cooOmarh 0 TOM03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX TOCIEe PETUCTPAINH
JICKapCTBEHHOTO TIperapara ¢ meibio 00ecreYeHruss HeMPepPhIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«TI0JIb3a — PUCK» JICKAPCTBEHHOTO IIpemnapara.

MemunuHckuM ~ paOOTHHKAM —~ PEKOMEHIYETCsl  cooO0Imarh O  JIFOOBIX  IOJ03PEBAEMBIX
HEXEJNAaTeNbHBIX pEeakUMsIX JIEKapCTBEHHOTO Ipernapara 4Yepe3 HAIMOHAJIbHBIE CHCTEMBbI
COOOIIEHUSI O HEXEJIaTEeIbHBIX PEAKIUAX IOCYIapCTB — WiIeHOB EBpa3uiickoro S3KOHOMHUYECKOTO
coro3a.

Poccuiickag ®eneparus

109012, r. Mocksa, CraBsiHCKasl III0MIaab, 1. 4, ctp. 1

OdenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBHanzop)
Ten.: +7 800 550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

PecnyOnnka ApMeHus

0051, r. EpeBan, nip. Komuraca, 49/5

I'HKO «LleHTp 3KCIIepTU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTUM»

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

[opstuast muHUS OT/AENIa MOHUTOpUHTA Oe3omacHOCTH JekapcTB: (+374 10) 20-05-05, (+374 96)
22-05-05

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

http://pharm.am

Pecnybiuka Bemapyces

220037, r. Munck, ToBapunieckuii niep., 2a

VII «LleHTp dKCnepTU3 U UCIIBITAHUI B 3PaBOOXPAHCHUN
Ten.: +375 (17) 231-85-14

®axc: +375 (17) 252-53-58

Tenedon oraena papmaxkonamzopa: + 375 (17) 242-00-29
OnexTpoHHas noyra: repl@rceth.by, rceth@rceth.by
http://www.rceth.by

PecnyOnuka Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 13 (BL] «Hypcayner 2»)
PI'TI Ha IIXB «HauuoHanbHBIA LEHTP DKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
m3nenuit» Komurtera MeaunmuHCKOTO M (apMaleBTUYECKOro KOHTposii MuHucCTepcTBa

3npaBooxpanenus Pecny6nuku Kazaxcran
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Ten.: +7 (7172) 235-135
OnexTponHas noyra: farm@dari.kz
http://www.ndda.kz

Keipreisckas PecnyOnvika

720044, r. buikek, yiu. 3-s Jlunus, 25

JlemapraMeHT JI€KapCTBEHHBIX CPEACTB M MEIUUMHCKUX M3Jenuil npu  MuHHCTEpCTBE
3npaBooxpanenus Keipreisckoil Pecriyonuku

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

OnekTpoHHas rmovra: pharm@dlsmi.kg

http://dlsmi.kg

4.9. Ilepeno3upoBka

CuMITOMBI

NupanamMu naxe B 04eHb BBICOKHX jJ03ax (1m0 40 mr, T.e. B 27 pa3 OoJiblile TepaneBTUYECKON
JI03bI) HE OKa3bIBAE€T TOKCHUECKOTO JCHUCTBUS.

[Tpu3Hakyu OCTPOro OTpaBliEHUS JIEKAPCTBEHHBIM IpPENapaToM B MEPBYIO OYepedb CBA3AHBI C
HapyIICHHEM  BOJHO-IJICKTPOJIMTHOTO OaiiaHca (THIOHATpUEMUs, THIOKamuemus). U3
KJIIMHUYECKUX CHMIITOMOB TEPEAO3UPOBKM MOTYT OTMEYAThCsl TOLIHOTA, PBOTA, apTepuaibHas
TUIOTEH3UsI, CYJ0POTH, BEPTUTO, COHIIMBOCTD, CITyTAHHOCTh CO3HAHUS, TIOJHYPHS WIH OJUTYpPUs
C BO3MOKHBIM MIEPEX0/I0M B aHYPHIO (BCIICICTBUE TUIIOBOJIEMUHN ).

Jleuenue

Mepbl HEOTJIO)KHOM TIOMOIIM CBOJSTCS K OBICTPOMY BBIBEJEHHIO TMperapaTa M3 OpraHu3Ma:
MPOMBIBaHHE JKEIyJKa W/WIM Ha3HAYeHHEe AaKTUBUPOBAHHOTO VIV, C MOCIEAYIOIIUM

BOCCTAHOBJICHUCM BOAHO-3JICKTPOJIUTHOT'O OanaHca B CIICNUAJIM3UPOBAHHOM OTACIICHUU.

5. ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA

®dapmakoTepaneBTUUYECKas IPYIINa: TUYPETUKU; THA3UAOMOA00HBIE TUYPETHKHU; CYTh()OHAMUIBI.
Koxg ATX: CO3BAI11

Mexannsm geiicTBus

WupgamamMul OTHOCHTCS K TIPOM3BOJHBIM CylIb(OHAMHIA C UWHAOIBHBIM KOJBIIOM H TIO
(bapMaKoJOTHYECKMM CBOMCTBaM OJM30K K THA3HUJHBIM JIUypETUKaM, KOTOpPbIE HHTUOHPYIOT
peabcopOIMi0 MOHOB HATPUS B KOPTUKAIBHOM CEerMeHTe TmeTiau Hedppona. I[lpu sTom
YBEJIMYUBACTCS BBIJICTICHHE TOYKaMH HOHOB HATPHS, XJIOpa U, B MEHBIIICH CTENIEHN, HOHOB KaJIHS

" Mar"us, 4To COMpPOBOKAACTCA YBCIIMUCHUCM INYPE3a U TUIIOTCH3MBHBIM 3(I)(I)GKTOM.
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dapmakognaamuyeckue 3P HeKTeI

B xmmanyeckux wuccnenoBanusx I um I ¢da3el mpu npuMEHEHWH HHAANAMHUIA B PEKUME

MOHOTEpanuu ObLT MPOJEMOHCTPUPOBAH TMIOTEH3UBHBINA 3(P(PEKT, COXPAHAIOMIUICS B TEUCHUE

24 yacoB. JTO 0TMEYaJI0Ch Ha (JOHE 7103, OKA3bIBAIOLINX Cl1ab0e TUypeTUUYeCcKOoe IeHCTBHE.

AHTUTUIIEPTEH3UBHAs aKTUBHOCTh MHAIIAMU/IA CBSI3aHA C YJIYYIIEHHEM 3JIACTUYECKHX CBOWCTB

KPYITHBIX apTepuii, yMEHBIICHHEM apTEPHOJIIPHOTO U O0IIEero neprudepuyeckoro cocyaucToro

COIPOTHUBIICHUS.

WMupanamul yMeHbIIaeT TUIEPTPOPUIO JIEBOIO KETyJ0UKa.

[Tpu nocTr>KeHUU oINpeIeIeHHON 103bl TUA3UIHBIX U THA3UONOJO0HBIX AUYPETHKOB OTMEYAETCs

IUIaTO TepamneBTUYecKoro 3¢dexra, B ToO BpeMs Kak 4yacToTa NOOOYHBIX A(PPEKTOB MPOAOIIKAET

YBEJIMYUBAThCA IPU JaJbHEWIIEM TMOBBILIEHUH JA03bl mpemnapara. [loatomy He cienyer

YBEJIMUUBATh 103y IIpenapara, €ClId IpU NPUMEHEHUH PEKOMEHJOBAHHOM N103bl HE JOCTUTHYT

TepaneBTUYECKUi YPPEeKT.

B xopoTkux, cpenHel JUIMTEAbHOCTH U JOJITOCPOYHBIX UCCIEI0BAHUAX C YUACTUEM MALUEHTOB C

apTepualIbHOM TuInepTeH3uel OblIo MOKa3aHo, YTO MHIATAMUI:

— He BJIMAET Ha IOKa3aTela JUIMUIHOIO OOMEHa, B TOM 4YMCJIE HAa YPOBEHb TPUIIIHUIIEPUIOB,
XOJIECTEpUHA, JIMIIONPOTENHOB HU3KOM MIIOTHOCTH U JIMIIOIIPOTENHOB BHICOKOM MJIOTHOCTH;

— He BIMAET Ha IOKazaTeJd OOMeHa YIJIEBOJOB, B TOM YHCJIE y IALUEHTOB C CaXapHbIM

1adEeTOM.

5.2. dapmakoknHeTHYeCKHe CBOIiCTBA

B tabnerkax ApudoH perapa AeiicTByIOlee BEIIECTBO HAXOIUTCS B CIEIMAILHOM MaTpUKCe-
HOCHTEJIe, 00eCTIeYBAIOIIEM TPOJIOHTUPOBAHHOE BBICBOOOXKICHNE WHIANIAMH/IA B JKETYJOYHO-
KHUIIIEYHOM TPAKTE.

AOcopOuus

BricBoOoauBIIIMiiCS MHAATAMU] OBICTPO W TOJHOCTHIO BCACBIBACTCS B KEITYJOUYHO-KUIIEIHOM
TpakTe.

[Ipuem nuiy HE3HAYUTENIBHO YBEITMYMBAET BPEMs BCACBIBAHUSI, HE BIUSS IIPU 3TOM Ha MOJHOTY
abcopOrum.

MakcumanbHasi KOHIICHTpAIlUS B IIa3Me€ KPOBU JIOCTHUTAeTCs depe3 12 dacoB mocie mnpuemMa
BHYTpPb OJHOKPATHOM J03bI. [Ipy MOBTOPHBIX MpuemMax KoieOaHus KOHIEHTpAIMHU Mpernapara B
1J1a3Me KPOBH B MPOMEXKYTOK MEX]y TpHeMaMu IIpernapara CrilakKuBaroTCs.

Cy1ecTByeT MHANBUIyalIbHAsI BapraOeTbHOCTh TIOKa3aTeiel BcachIBaHUSI Mperapara.
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Pacnopenenenue

Oxono 79 % mnpenapaTta cBA3bIBaeTCS ¢ OeIKaMH IUIa3Mbl KpoBH. llepmon moiyBbIBEICHHS
npenapara cocrasiser 14-24 gaca (B cpeanem, 18 yacos).

PaBHOBecHas! KOHIIEHTpANMS JOCTUTACTCS Yepe3 7 AHEH mpuema nmpenapara.

I[Ipu moBTOpHOM NpHEME MpernapaTa He HaOII0IAeTCs €ro KyMYJISIHY.

Buorpancdhopmariusg

Wupamamui BRIBOAUTCS B BUJC HEAKTUBHBIX METaOONMHMTOB, B OCHOBHOM mouykamu (70 % ot
BBEJICHHOM J103b1) U uepe3 KuieuyHuk (22 %).

Oco0nlie I'PYHOIIbI TAMEHTOB

VY NanweHToB C MOYEYHOM HEAOCTATOYHOCTHIO (PapMaKOKHMHETHKA JIEKApPCTBEHHOTO TMpernapara

ApudoH perapj HE U3MEHSETCH.

6. ®APMAINEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcIOMOraTebHbBIX BelIECTB
['unpomennosza

JlakT03B1 MOHOTHIPAT

Maruus creapar

[ToBumon 30

Kpemuus 1uokcu KoIIouHbINA Oe3BOIHBII
Inenounas obonouxa

I'munepon

I'mnpomennosa

Maxporon 6000

Marnus creapar

Turana nuoxkcuna

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpoxk rognoctu

2 rona.

6.4. Oco0ble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHUH

Xpanuts npu tremreparype He Boime 30 °C.
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6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

[To 30 tabmerok B Onucrep (IIBX/Am). Ilo 1 Guuctepy € JHMCTKOM-BKIQJBIIIEM B Ta4Ky

KapTOHHYIO C KOHTPOJIEM IEPBOT0 BCKPBITUS (TP HEOOXOUMOCTH).

Ynakosexa ona cmayuorRapos.

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

BKJIQ/IBIIICH B MAYKy KaPTOHHYIO C KOHTPOJIEM IIEPBOTO BCKPHITHS (P HEOOXOTUMOCTH).

6.6. OcoOble Mepbl

JIEKAPCTBEHHOT0  mpenapara HWJIH

NPea0CTOPOKHOCTH

0TXO/IOB,

NpM  YHHYTOKEHHH

IMOJTYYCHHBIX mnmocJie

JIEKAPCTBCHHOI'O IIpennapara ujiu Ipyrue€e MaHUIYyJAIUH C IpennapaTomM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

®paHuus

«JIaboparopuu Cepsbe» / Les Laboratoires Servier

92284 ®pannus, Cropen Cenekce, yn. Kapuo 50 / 50, rue Carnot, 92284 Suresnes Cedex, France

7.1. IlpeacraBuTesb Aep:KaTesisi PerHCTPALHOHHOIO YI10CTOBEPEHHUS

[Iperen3un norpedbuTeNe HAOPABIATE 110 aAPECY:

Poccuiickas @enepanusa

AO «Cepsbe»

Anpec: 125196, r. Mocksa, yi. Jlecnas,
oM 7, atax 7/8/9

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

®axc: +7 (495) 937-07-01

1. moyTa: servier.russia@servier.com

Pecnybnuka bemapycen

[IpencraBurtensctBo YAO «Les Laboratoires
Servier» (@paniysckas Pecybnuka) B
Pecniy6niuke benapyce

Anpec: 220030, r. MuHCK. yi. MsicCHUKOBa,
70, od. 303

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

Omn. noura: officeBY @servier.com

Pecnybonmka Kazaxcran u Keipreizckas

PecryGnmka

TOO «CepBbe KazaxcTan»

Anpec: 050020, r. Anmatsl, nip. J{oCTBIK,
310T

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

On. nouta: kazadinfo@servier.com

PecnyOnnka ApmeHus

[IpencraBurtenscTBO «Jlaboparopun CepBbe»
Anpec: 0002, r. EpeBan, yn. AMupsna, 15,
marasul 100, Kentpon

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

5. moyra: pvarmenia@servier.com

17

HCIOJIB30BAHHOI'0

NPpUMECHECHUSA


mailto:kazadinfo@servier.com

8. HOMEP PETHCTPAIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanust: JITI-Ne(000156)-(PT"-RU)

Keipreizckas Pecryonuka: JIIT-Ne000156-T'TI-KG

Pecniyonuka Kazaxcran: JITI-Ne000156-I'TI-KZ

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

Pecny6nuka benapycs: JITI-Ne0O00156-I'TI-BY

9. JIATA IEPBUYHOM PETUCTPAIIMU (HIOATBEPXKJIEHWUS PETUCTPALINN,
INEPEPEI'UCTPALIUN)

JlaTa nepBoi perucTpanuu:

B Poccuiickoit ®eaepanun 18.03.2021

B Keipresckoit Pecy6omuke 21.10.2021

B Pecniy6nuke Kazaxcran 18.04.2022

B Pecniy6niuke Apmenus 21.04.2022

B Pecniy6nuke benapyce 26.05.2022

10. JATA NIEPECMOTPA TEKCTA
OOmast xapakTepuUCTHKa JIEKAPCTBEHHOro npenapata ApudoH perapl JIOCTyllHa Ha

I/IHq)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O COr3a B I/IH(I)OpMaI_II/IOHHO-

KOMMYHUKaIIMOHHOH cetu «lHTepHeT» https://eec.eaeunion.org/
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