OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPETTAPATA

1. HAMMEHOBAHHME JIJEKAPCTBEHHOI'O ITIPEITAPATA

Apudon perapa, 1,5 mr, TaGneTku ¢ MPOJOHTHPOBAHHBIM BBICBOOOXIEHUEM, IMOKPBITHIC
IUIEHOYHON 000JI0YKOH.

2. KAYECTBEHHBIIA U KOJJMYECTBEHHbIN COCTAB

JelicTByroniee BEIECTBO: UHIATAMULL.

Kaxnass Tabnerka C MPOJOHTHPOBAHHBIM BBICBOOOKICHHWEM, IIOKPHITas IUICHOYHOU
000J104KO# comepkut 1,5 Mr unganmamua.

BcnoMoraTenpHbIE BElIeCTBa, HATMYUE KOTOPHIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: JakTo3bl MoHoruapar — 124,5 mr (cm. pasaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.
3. JIEKAPCTBEHHAY ®OPMA

TabneTku ¢ MPOJIOHTUPOBAHHBIM BBICBOOOKICHUEM, TOKPHITHIE TUICHOYHON 000JIOUKOM.

Kpyrisie, 1BOSIKOBBIYKJIIbIE TA0JIETKH, TOKPHITHIE INICHOYHOIM 000JI04KOH, 0€JI0ro 1BeTa.

4. KJIIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

ApudoH petap] nokaszaH JIJ1s JISUSHHs apTeprUaIbHOU TMIEPTEH3UH Y B3POCIbIX.
4.2. PexxuM 103MPOBAHUSA U CNIOCO0 NPUMEHEHMSI

PexxuM 03upoBaHus

[Tpumensiercs o 1 TabneTKe B CyTKH, JKEIATEIbHO YTPOM;
[Ipy neyeHun MaMEHTOB C apTEPUATBLHON THMIIEPTEH3UEH YBEJIMYEHHWE H03bl Mpemnapara He
IIPUBOAUT K YBEIMYCHUIO AHTUTUIIEPTEH3UBHOIO IEHCTBUS, HO YCWIIMBACT JUYPETHUECKUI

addexr.

Oco0ble rpynIib! MaueHTOB

Ilayuenmul ¢ Hapywenuem gyuxkyuu nouex (cm. pazoenvt 4.3 u 4.4)
[IpumeHeHre DPOTUBOIIOKA3aHO MAlMEHTaM C TSHKEIOM MOYEHYHOM HEAOCTATOYHOCTBIO

(kmupeHc kpeatnHuHA MeHee 30 MJI/MUH).



TuazugHple W THA3UAONOAOOHBIE JUYPETUKH B TOMHOW Mepe S()(PEKTHUBHBI TOIBKO Y
MAIMEHTOB C HOPMAIbHON (DYHKIMEH MOYeK WM C MUHUMAJIbHBIMU €€ HapyIICHUSIMU.
Tayuenmoi ¢ Hapywenuem gyukyuu nevenu (cm. pazoenvt 4.3 u 4.4)
[TpyuMeHeHre TPOTUBOMOKA3aHO MAlMEHTaM C TSKEJIBIM HapylmieHHeM (PYHKLIHUU MEeUYEHH.
Tayuenmoi noscunozo eospacma (cm. pasoen 4.4)
VY NOoXWIbIX NAllMEHTOB ClIeyeT KOHTPOJIUPOBATh COAEpKaHUE KPEaTUHUHA B IJIa3Me KPOBU
C Y4E€TOM BO3pacTa, MacChl Tena u moia. JlekapcTBeHHBIN mpenapar ApudoH perapa MOKHO
Ha3HayaTh MOXWJIBIM TMalMeHTaM C HOpMalbHOMW (YHKIMEH I[OYeK WM TOJBKO C
MUHUMAJIBHBIMU €€ HAPYIIICHUSIMH.

eTu
BezonacHocth 1 3(h(heKTUBHOCTH MPUMEHEHHS JIEKapCTBEHHOTO Tpenapara ApudoH petapa y
JeTel U MOJAPOCTKOB HE YCTAaHOBIIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHust

BHyTpp; TabneTKy cienyeT mporiaThiBaTh LIETUKOM, HE pa3KeBbIBas, 3al1UBasi BOJOM.

4.3. IIporuBomoka3aHusi

— I'unepuyBCTBUTENBHOCTh K  JACHCTBYIOLIEMY  BEIIECTBY, JAPYTMM  IIPOU3BOIHBIM
cynbpoHamMmugaM wWiIM K JI000OMYy W3  BCIIOMOTaTelbHBIX BEIIECTB Mperapara,
MEePEUYUCIICHHBIX B pazzene 6.1;

— Tspkenas moyedHasi HEJOCTATOYHOCTD (KIMPEeHC KpeaTnHuHa MeHee 30 MiI/MuH);

— Iledenounas sHIIEATONATHS UM TAXKEIO€ HApylUIeHnEe QYHKIUH ITEYEHH;

— T'mnokanuemus.

4.4. OcoOble ykazaHusi U MepPbI NPEA0CTOPOKHOCTH MPU NPUMEHEHUH

C 0CTOPOKHOCTBLIO

Hapymenuss ¢(yHKIMM TEYeHM M TOYEK JIETKOWM WM YMEPEHHOW CTENEeHU TSIKECTH,
HapyUIeHUs BOJHO-3JIEKTPOJIMTHOrO OajlaHCa, NPUMEHEHHE Yy TAlMEHTOB C YBEJIWYCHHBIM
unrepBaiom QT wa OKI, npumMeHeHHME Yy HCTOMIEHHBIX MAI[MEHTOB, y TAlMEHTOB,
MOJy4aloIuX OJHOBPEMEHHYIO TEpPAUIO C IIpelaparamMu, KOTOpPBIE MOIYT YBEIUYHBATH
untepBan QT, mnpumeHeHHe C JIEKapCTBEHHBIMU IpenaparaMu, CIOCOOHBIMU BBI3BaTh
NOJUMOP(HYIO JKEITyIOYKOBYIO TaXWKapAMIO THUIA «IHPYIT», IMpernaparamu JIUTHS,
JIEKapCTBEHHBIMU TpernapaTaMu, CIOCOOHBIMHM BBI3bIBATh TMIIOKAMEMUIO WM CEPACYHBIMU

riuko3uaaMu (cM. paszaen 4.5), nepudeprudeckre OTeKH WM aclMT, UIIeMHYecKas 00JIe3Hb



cepAla, ceplievHas HeJOCTaTOYHOCTb, TUIIepIapaTUPE03, CaXapHblid AuabeT, rTunepypuKeMus
U 10/arpa, ajulepruyeckas peaklys Ha NeHUIMUIMH B aHaMHe3e.

Oco0ble yKka3zaHus

Hapywenus ¢pynkyuu nevenu

[Ipn Ha3HayeHWW THA3UIHBIX W THUA3HJIOMOJOOHBIX JIUYPETUKOB VY TAIMEHTOB C
HapylIeHUsMA (QYHKIMHM NEYEeHU, OCOOEHHO B Clyyae HapyIIEHHUS BOJHO-3JIEKTPOJIUTHOTO
OamaHca, BO3MOXXHO  pa3BUTHE  IEUCHOYHOM  HHIE]aIoNaTHH, KOTOpask  MOXKET
IPOrPECCUPOBATH 0 MEUYEHOUYHOI KOMBIL. B 3TOM ciydae mpuMeHEeHHE TUYpPETHKOB CIEIyeT
HEMEJIEHHO MIPEKPATUTb.

Peaxyuu pomouysecmsumenvnocmu

Coobmanoch 0 ciaydasx pa3BUTHA peakuuil (OTOUYBCTBUTEIBHOCTH Ha (OHE mpuema
THA3UIHBIX U THA3UIOTIOIO0HBIX AUYPETHKOB (cM. pazzaen 4.8). B ciaydyae pa3BuTus peaxiui
(OTOUYBCTBUTENPHOCTH Ha (OHE MpHeMa JIEKapCTBEHHOIO IIpernapara peKOMEHIyeTcs
NPEeKpaTUTh JiedeHue. Ecnu MoBTOpHOE Ha3HA4YeHHE AUYPEeTHKa MPU3HAHO HEOOXOIUMBIM,
PEKOMEHIyeTCsl 3alllUIaTh OTKPBIThIE YYACTKH OT COJIHEYHBIX JIydeld HIJIM MCKYCCTBEHHBIX
yIbTpadHUOIETOBBIX JTydeit Thmna A.

Bcnomozamenvhvie gewjecmesa

[TanmeHTamM € penKo BCTPEYAIOIICHCS HACIEICTBEHHONW HEMEPEHOCUMOCTBIO TallaKTO3bl,
Ne(QUIUTOM JIaKTa3bl WIM TIIFOKO30-TANAaKTO3HOW ManbaOcopOIueil He clieayeT MpUHUMATh
JIEKapCTBEHHBIN TIpenapat ApudoH peTap/.

Oco0bIe MEPEHI IPEAOCTOPOKKHOCTH ITPHU MPUMCHCHHUHN

Boono-anexmponumusiii 6ananc

COOQDOfCCZHue UOHO6 Hampus 6 niasme Kpoeu

Jlo Havana JyiedeHUss HEOOXOAMMO OINpPENENUTh KOHLEHTPAIMI0 HOHOB HATpUs B IIa3Me
kpoBu. Ha ¢one nmpuema mpenapata cienyeT peryisipHO KOHTPOJIHPOBATH STOT MOKA3aTeib.
Heo6xo1uM MOCTOSTHHBIN KOHTPOJIb KOHLEHTPAllMM HOHOB HATpHs, TaK KaK IEpPBOHAYAILHOE
CHIDKEHHE KOHLIEHTpPAIlMM HATpHs B IJIa3Me KPOBU MOXKET ObITh OeccMMNTOMHBIM. boiee
YacThI KOHTPOJIb ITOKa3aH IALMEHTaM C LUPPO30M IE€YECHH M JIMIAM IOXKHIJIOTO BO3pacTa
(cm. pasgenst 4.8. u 4.9). JlioOoii auypeTHUECKUH mpemapaT MOXET BbI3bIBAThH
TUIIOHATPUEMMIO, ITPUBOIALIYI0O MHOTAA K KpalHe TSOKEIIbIM NOCIEACTBUAM. | nImonaTpueMus
B COUETAHMU C TUIMOBOJIEMHUEH MOTYT OBITh NPUYMHON 00€3BOKMBAHUS U OPTOCTATHUECKOU

TUIIOTCH3UH. COHYTCTBYIOH_ICC CHM)XCHUC KOHICHTpAllMKM HMOHOB XJIOpa B IIJIa3ME€ KpPOBH



MOYET MPUBOJIUTH K BTOPUYHOMY KOMIIEHCATOPHOMY METAa0OIMYECKOMY aJKaJo3y: 4acToTa
Pa3BUTHS U CTETIEHb BBIPAKEHHOCTH 3TOr0 Y (PeKTa HE3HAUUTEIbHBI.

COOQDOfCCZHue UOHO6 KAJuAd 6 nidasme Kposu

[lpr Tepanuu THA3HOHBIMH ¥ THA3UIONMONOOHBIMH JHYPETHKAMH OCHOBHOW PHCK
3aKIII0YacTCsd B CHUXKCHUN KOHICHTPAMU KaJIWA B IJIa3ME KPOBU U PA3BUTHUUN THIIOKAJIMCMHU.
Heobxomumo mpemoTBpamarh pa3BuTHe TrunokaaueMuud (< 3,4 MMOJIB/JI) y MaIlMeHTOB
TpyImnbl TMOBBIIICHHOI'O pPHCKA: IMAIMUMCHTOB IIOKHIIOTO BO3pacTd, HWCTOMICHHBIX I/I/I/IJII/I
MOJTYYAONINX COYETAHHYI0 MEIMKaMEHTO3HYIO TEpalHio, MalMeHTOB C IUPPO3OM TEUCHH,
nepuepudecKuMU OTEKaMH M acIIUTOM, MAIMEHTOB C HWIIEeMHYECKON OOJEe3HBIO cepila,
CepACYHOM HENOCTATOYHOCTBIO. [ MMoKamueMmMuss y TaKHX [alUEeHTOB  YCHIIMBACT
KapAUOTOKCUYHOCTh CCPACYHLIX TJIMKO3UI0B U MOBLIIACT PUCK PA3BUTUSA apHTMHﬁ.
[Matmenter ¢ yanuHeHueM wuHTepBama QT, Kak BPOXKICHHBIM, TaK W BBI3BAHHBIM
JICKapCTBEHHBIMU TIperiaparaMu, OTHOCSATCS K Tpymme pucka. [wumokamuemusi, Kak u
OpaauKapaus SBISETCS COCTOSIHAEM, CIIOCOOCTBYIOIIMM pPa3BUTHIO TSDKEIOW apUTMHUU, B
YaCTHOCTH, MOJUMOP(HON KETyJOUYKOBON TaxXUKAPAMH THUIA «IHUPYIT», KOTOpask MOXKET
MIPUBECTH K JICTATbHOMY UCXOJY.

Bo Bcex omucaHHBIX BBIIIE CIIy4asX HEOOXOAMMO KOHTPOJIMPOBATH KOHIIEHTPALUIO KaJHs B
TUIa3Me KpoBH, OoJiee 4acTo, 4eM 00bIYHO. [IepBoe n3MepeHne KOHIIEHTPAIM HOHOB KaJus B
Ij1asMe KpoBU OOJIKHO 6I>ITB BBIITOJIHCHO B MECPBYIO HCACIIKO OT HAYaJia JICHCHUA.

[Ipy nosIBNCHUH THITOKAIMEMUH TOJDKHA OBITh HA3HAYEHO COOTBETCTBYIOIIEE JICUCHHE.

Codepafcaﬁue KAlbyus 6 niasme Kkposu

TuasugHele W THA3WIONOJOOHBIC JUYPETHKH MOTYT YMCHBINIATH BBIBCJACHUC KaJbIUSI
IIOYKaMH U HpI/IBO,Z[I/ITB K Hel’;Ha‘IHTeJ’IBHOMy n BpeMeHHOMy ITIOBBIIIICHU IO ypOBHH Kajablus B
miasMe KpoBU. VICTHHHAs THUIEpPKAIbIMEMHsI MOXET OBITh CIICJICTBHEM paHee He
JTUArHOCTHUPOBAHHOTO TUTIEPIIApaTHPEO03a.

Crnenyer mpekpaTUTh MPUEM JAUYPETHYCCKUX IMPEnaparoB Iepes MccleAoBaHueM (YHKITUU
HapaH.[I/ITOBI/II[HBIX JKCJIC3HhI.

Cooepoicanue 2noKo3bl 8 NiaAzMe Kposu

BaxxHO KOHTPOIMPOBATH KOHLEHTPALUIO TJIIOKO3bI B KPOBU Yy IALIMEHTOB C CaxapHbIM
IrMabeToM, 0COOCHHO MTPU HATMYHUH TUTTOKAJIMEMHUH.

Mouesas kucnoma

VY nanueHToB ¢ TUIIEPYPUKEMHUEH MOXKET YBEIMYMBATHCS PUCK PA3BUTHS MIPUCTYIOB MOAATPHI.



Huypemuueckue npenapamul u yHKyus novex

TuaszugHele W THA3UAONONOOHBIE NUYpeTUKU A(P(GEKTUBHBI B TMOJTHOW Mepe TOJBKO Y
NaIMEeHTOB ¢ HOPMAJIbHOM MJIM HE3HAYUTEIbHO HAapyIIEHHOW (yHKUUEH Mmouek (colaepikaHue
KpeaTHHWHA B ITUJIa3M€ KPOBU Yy B3POCHBIX JUI HWkKE 25 mr/m wim 220 MKMOnb/n). Y
MAIMEHTOB TOXHIIOTO BO3pacTa ypOBEHb KPEATHMHHWHA B IJIa3M€ KPOBHU PACCUHUTHIBAIOT C
y4eTOM BO3pacTa, Macchl Tela  moJja.

Crnemyer y4yuThIBaTh, YTO B Hayasie JICUCHHS Y MALMEHTOB MOXET HAOIIOJIAThCS CHIDKEHUE
CKOPOCTH KJIYOOUKOBOW (PruIbTpanuu, OOYCIOBIICHHOE THIIOBOJIEMUEH, KOTOpasi, B CBOIO
ouepellb, BBbI3BaHA MOTEpPEl BOABI M HOHOB HATPUS Ha (POHE MpUEMa TUYPETHUECKUX
npenapatoB. Kak cnexctBue, B IUIa3Me KPOBH MOXKET YBEIMYMBATHCS KOHIIGHTPAIUS
MOYEBMHBI ¥  KpeaTuHuWHa. Takas  TpaH3WTOpHAass  (QPYHKIHMOHAIbHAS  IOYEYHAS
HEJO0CTATOYHOCTh HE UMEET KJIMHUYECKOT0 3HaYeHHsl y MallMeHTOB ¢ HOPMaJIbHOM (QyHKIMe
MOYEK, OJHAKO MOXKET YCYIyOJsTh YK€ HMEBIIYIOCS JO Hayaja JICYEHUS IOYCUHYIO
HEJ0CTaTOYHOCTb.

Cnopmcmenvl

CnoprcMeHnaM cneayer oOpaTHTh BHHUMaHUE, YTO JIEHCTBYIOIIEE BEIIECTBO, BXOJSIIEE B
COCTaB JIGKAPCTBEHHOTO TpemapaTa ApuQOH perapi, MOXKET AaBaTh TMOJOKUTEIbHBIN
pe3yabTaT Npy MPOBEACHUH TOTUHT-KOHTPOJISL.

XODMOMOCUZbelIZ ebinom / Ocmpas muonus /Bmopulma;z 3AKpPblmOYy20JlbHAA 2layKomda

CynbhoHaMuBl M WX MPOU3BOAHBIE MOTYT BBI3BIBATh HMIUOCHHKPA3ZHUECKYIO PEAKIIHIO,
OPUBOJAIIYI0 K Pa3BUTHUIO XOPHOUJAIBHOTO BBIOTA C ACPEKTOM OIS 3PEHHUS, OCTPOi
MHOIIMU ¥ OCTPOMY TMIPHCTYITy BTOPUYHOW 3aKPBITOYTONBHON TayKOMbl. CHMITOMBI
BKIIIOYAIOT: BHE3AIIHOE CHIDKEHUE OCTPOTHI 3peHUs WM O0db B TIJa3aX, KOTOPHIE
NPOSIBJISIIOTCS, KaK TPABWIO, B TCUYCHHE HECKOJIBKUX YacOB WMJIM HENENb OT Hayajla Teparuu
THA3UJHBIM / THA3UIOMOJOOHBIM JUYpeTUKOM. IIpu OTCYTCTBMM JieUeHUs OCTpas
3aKpBITOYTOJIbHAS TJIAayKOMa MOKET IPHBECTH K HeoOpatumon motepe 3peHus. [lpu
MOSIBJICHUH CUMIITOMOB HEOOXOIMMO KaK MOXHO OBICTpee MPEKPATUTh MPUEM THA3UIHOTO /
THA3UA0NOJ0O0HOTO TAYpETHKA. Ecmu BHYTPHUTJIA3HOE JIaBIICHUE ocraercs
HEKOHTPOJIMPYEMBbIM, MOXET MOTPEOOBATHCS HEOTIOKHOE MEAMKAMEHTO3HOE JICYCHUE WITU
XUPYPTrUYECKOEe BMEIIATENIbCTBO. DaKkTOpOM pHUCKA PA3BUTUA OCTPOM 3aKPBITOYTOJbHOU
TJIAyKOMBI ~ SIBJISIETCSL  aJUIEPTMUecKasi peakiusi Ha TMPOW3BOAHBIC CYIb(pOHAMHUIA WU

IICHUIINJIJINH B aHAMHE3C.



4.5. B3aumMopgelicTBHMe C JAPYTHMH JIEKAPCTBEHHbIMH NpenapaTaMu W Jpyrue BHUAbI
B3aHUMOJAEeHCTBHUSA

KomMOunamnuu, He PEKOMCHAYCMBIC K IPUMCHCHHUIO

IIpenapamol aumus

[Ipu omHOBpeMEHHOM NPUMEHEHMH WHAANAMHUAA W MPENaparoB JUTHs, TaKXkKe, KaK U IpH
cobmoieHNH OeccoIeBOi AUETHI, MOKET HAOMIOMAThCS MOBBIIICHHE KOHIEHTPALUHU JIUTHS B
IUIa3M€ KPOBHM BCJIEJCTBHE CHUKCHHS €r0 SKCKPEIHH, COMPOBOXKIAIONIEECS MOSBICHHUEM
NPU3HAKOB Nepelo3UpOBKU. [Ipy HEOOXOOMMOCTH IUYPETHYECKHE TperapaTsl MOTYT OBITh
UCTOJIb30BaHbl B COYETAHMM C IMpernapaTtaMH JHTUS, [PH 3TOM CIEIAyeT TIIATeIbHO
KOHTPOJINPOBATh KOHIEHTPAIMIO JHUTUS B IUIa3ME KPOBH M COOTBETCTBYIOIIMM 0O0pa3oM
noaoupars 703y rpernapara.

KomOuHaimu, Tpedyromme IpeaocTopOKHOCTH

Jlexapcmeennvie npenapamol, CHOCOOHbIE 8bI36AMb NOTUMOPDHYIO HCETYOOUKOBYIO

MaxuKkapouro muna «nupysm»

AHTHAPUTMUYECKUE JICKapCTBEHHBbIE mpemnaparbl [A kiacca (XMHWAWH, TUAPOXUHUJIUH,

nu3onupamu, mpokannamun) u IC kiacca (rekannun);

— aHTUAapUTMHUUECKHE JeKapcTBeHHble mnpenaparbl III kimacca (ammomapoH, coTaiod,
nodeTunna, nOyTHINI, OpEeTUIUS TO3UJIAT, IPOHEAAPOH );

— HelponenTuku:  (EHOTHA3WHBI  (XJIOPHPOMA3HH, [HaMEMas3WH, JIEBOMEIPOMAa3uH,
THOpHUAa3uH, Tpudiyonepasut, (aydeHasun), OeH3aMUIbl (AMUCYIBIPHUI, CYJIBITUPHUIIL,
CYNbTONPHUA, THANPULI), OYTHPOPEHOHBI (APONEPUION, TAIOMEPUAON), IHMO3HU],
CEpTUHJOIT;

— QHTHJICTPECCAHTHL: TPUIUKIMYECKUE AHTHJICIPECCAHTHI, CEJICKTHBHbIC WHTUOUTOPHI
00paTHOTO 3axBaTa CEPOTOHMHA (IIUTATIOTPAM, ICIIUTATIONIPAM);

— aHTHOAKTepUaNbHbIE CPEACTBA: (PTOPXMHOIOHBI (JIEeBO(IOKCALMH, MOKCHU(DIOKCAIUH,
criapdiokcalyt, UNPOQIOKCAIIMH); MaKpOIUAbl (IPUTPOMHUIIMH TIPH BHYTPUBCHHOM
BBCJCHUHU, Aa3UTPOMMIMH, KIAPUTPOMULIUH, POKCUTPOMHUIIMH, CIHUPAMULUH), KO-
TPUMOKCA30J;

— TPOTHBOTPUOKOBBIE CPENCTBA psAAa a30JI0B (BOPUKOHA30J, UTPAKOHA30JI, KETOKOHA30I1,
baykoHazon);

— TNPOTHBOMAISAPHMHBIE CpPEeACTBa  (XWHUH, XJIOPOXWH, Me(QJIOXHH, TanopaHTpHUH,

aymedaHTpuH);

— aAHTHAHTHHAJbHbBIE CPEICTBA (paHOJIA3UH, OCTIPUANI);



— MPOTHUBOOMYXOJEBBIE IMpemapaThl W HMMMYHOCYNPECCAHTHI (BaHAETAHUO, MBIIIbsIKA
TPUOKCH/I, OKCAJIUIUIATUH, TAKPOJIUMYC, aHArPEJII);

— MPOTUBOPBOTHBIE CPEACTBA (OHJAHCETPOH);

— CpeiacTBa, BIHUAIIME HA MOTOPUKY JKEITyAOYHO-KHUIIEYHOTO TpakTa (Lu3ampum,
JIOMIIEPUJIOH);

— aHTUTHCTAaMHUHHBIC CpeCTBa (acTeMHu30I1, TepheHaInH, MA30JIACTHH);

— Mpoyue: TEeHTAaMUIWH, JudeMaHud, BHUHKAMHH TIPH BHYTPUBEHHOM BBEJICHUU,
Ba30MPECCHUH, TEPJIUINPECCHH, KETaHCEPUH, MpoOyKoja, mpomnodoi, ceBoduIypaH,
TEPOJIUIIUH, IIUI0CTA30]L.

[ToBbillIeHNE pUCKA Ppa3BUTHS JKEIYAOYKOBBIX apUTMHUNA, B YACTHOCTH NOJUMOP(HOMN

KEITYIOYKOBON TaXUKAPIUU THITA «ITUPYIT» ((PaKTOp prcKa — TUTIOKATHEMHS).

[lepen Ha3HaueHWeM KOMOWMHUPOBAHHON TepanmuM WHAANAMUJIOM M YKa3aHHBIMHU BBIIIE

npenaparamMu CiaeAyeT MPOBECTU HCCIEIOBAHUE C LETbI0 BBISBICHUS TMIOKATUEMUU U TIPU

HEOOXOUMOCTH TPOBECTH KoppeKuutoo. HeobXxoauMm KOHTPOJb KIMHUYECKOTO COCTOSTHUS

NalKeHTa, KOHTPOJIb YPOBHSI 3JIEKTPOJIMTOB IJIa3Me KpoBH, nokazareneit DKI'.

VY nmanueHToB ¢ TUMOKanueMuend HeoOXOAMMO TMPUMEHSTh IpenapaThl, HE BBI3BIBAIOIINE

NOJUMOP(HYIO )KETYJOUYKOBYIO TAXUKAPAHUIO THITA «ITHUPYITH.

Hecmepouousie npomusosocnanumenbHvle 1eKapCmeeHHble npenapamsl (Npu CUCEeMHOM

npumeHenuu),  6kmouas  cenekmuenvle  uneubumopevr  LJOI-2,  evicokue  003bl

ayemuacatuyuio8oll Kuciomol (=3 2/cymxu)

Bo3MOXHO CHUKEHHE aHTUTHIIEPTEH3UBHOTO P deKTa HHAAMAMHU/IA.

Y 00e3BOKEHHBIX IMAIIMCHTOB  CYIIECTBYET PHUCK Pa3BUTHUS  OCTPOH  IMOYCHHOU

HEJOCTATOYHOCTH  BCJICJCTBUE CHIDKEHUS  KIyOO4YkoBOW  ¢uibTpanuu. [lanueHtam

HEOOXOUMO KOMIIEHCUPOBAaTh TMOTEPI0 KHUJAKOCTMU U B Hayaje TepamnuH TIIATeIbHO

KOHTPOJHUPOBATh (DYHKIIMIO MTOYEK.

Hneubumopul aneuomensun-npespawarouieco pepmenma (AIID)

Haznauenue unru6uropon AIl® ¢ u3HayaqIbHO CHUKEHHON KOHLIEHTpPAILlMEH HOHOB HATPUA B

KPOBU COIPOBOXKIAETCS PHCKOM BHE3AITHOM apTepuaIbHON TUIIOTCH3WH W/WUIU OCTPOM

MOYEYHON HEAOCTATOYHOCTHU (B YACTHOCTH, Y MALIMEHTOB CO CTEHO30M MTOYEYHOU apTepun).

[Tatmentam ¢ apmepuanvrou eunepmen3ueti W BO3MOXXHO CHUKEHHOU, BCIIEICTBUE

MPEAIIECTBYIOIEIO MPUMEHEHHUS JUYPETUKOB, KOHIIEHTpAllMeli HMOHOB HATpUs B KPOBH,

HEOOXOIUMO:



— 3a 3 gHA 10 Hayana jeyeHus uHruoutropom AIID mpekpaTHTh HpueM AUypeTHKOB. B
JanbHEWIeM, MpU HEOOXOJWMOCTH, NMPUEM HEKaldHiicOeperarmero AMYpeTUKa MOXKHO
BO300HOBUTE;

— WIM HA4YMHATH Tepanuio UHruoutopom AllD ¢ HH3KHMX 103, C MOCIEAYIOIUM
MOCTETIEHHBIM YBEIIMYCHUEM JIO3BI B CTy4ae HEOOXOTUMOCTH.

Ilpu xponuueckoui cepoeynoli HedocmamourHocmu nedeHue uHruomropamu AllD cremyer

HAYMHATh C CaMbIX HHU3KUX [JI03 C BO3MOXHBIM TPEIBAPUTEIBHBIM CHUKCHHEM J103

HeKaJuiicOeperaroiero InypeTuka.

Bo scex cnyuasx, B nepBbie Henenu nprueMa UHrHOUTOpoB AIID y manueHToB HEOOXOIUMO

KOHTPOJIUPOBATH (DYHKIIMIO TTOYEK (COJEpKaHUe KPeaTHHUHA B TIJIa3Me KPOBH).

pyaue npenapamul, cnocobHuvle 8vl36ame cunokaiuemuro: amgpomepuyur B (6/8), entoko- u

MUHEPATOKOPMUKOUOLL (NPU  CUCMEMHOM NPUMEHEHUU), MempaKo3aKmuo, ciabumenvHovle

cpeocmea, CmuUMyIupyoujue MOmopuKky KUeyHuKa

VYBenuueHnre pucka pa3BUTHS THIOKATHUEMUH (aIIUTUBHBIA 3P deKT).

HeoOxomuM TIOCTOSHHBIM KOHTPOJIb KOHIIEHTPAllMM Kajdus B IJ1a3Me KPOBU, TIpHU

HeoOxonumocTu — ee Koppekuus. Ocoboe BHHMMaHUE CJelyeT VYAeHSITh NalleHTaM,

OJIHOBPEMEHHO TMOJYYalOIIUM CEpACYHBIC TIUKO3UIbL. PEKOMEHIyeTcs WCIOIb30BaTh

CIIaOuTENbHBIE CPEACTBA, HE CTUMYJIUPYIOLINE MOTOPUKY KUIICYHUKA.

baxnoghen

OTMeuaeTcsl yCUIeHNEe aHTUTUTIEPTEH3UBHOTO 3 deKTa.

[TariuenTaM HEOOXOAMMO KOMIIEHCHUPOBAThH TMOTEPI0 KHUAKOCTA W B Haudale JICUYeHUs

THIATETbHO KOHTPOJIUPOBATH QYHKIIHIO TIOYEK.

Cepoeunbie 2nuKo3uUdbl

['mnokanvemMuss yCWJIMBAaE€T TOKCHYECKOE JCHCTBUE CEpPACYHBIX TIHMKO3uAOB. [lpum

OJIHOBPEMEHHOM  TPHUMEHEHWW UWHAAMAMHUIA W  CEPJCYHBIX TJIMKO3UIOB  CIEIyeT

KOHTPOJMPOBATh KOHILEHTPAIMIO Kajlus B Iula3Me KpoBu, mokaszarenn OKI', u, mpu

HEO0OXOIUMOCTH, KOPPEKTUPOBATH TEPAITHIO.

KomOuHaimu, Tpedyromme oco00ro BHUMaHU:

Annonypunon
CoBMecTHOE TPHMEHEHHE C WHAANMaMHUJOM MOXKET TOBBIIIATh PUCK PA3BUTHSA PEAKIIHNA
TUTEPYYBCTBUTEIHHOCTH TIPH JICUCHUH AJIJIOYPHUHOJIOM.

KomOuHammu, Tpedyiomme BHUMAHNS

Kanuiicoepecarowue ouypemuxu (amunopuo, CRUpOHOIAKMOH, MpUamMmepen,)



KoMOuHupoBaHHass Tepanvs HWHOANAMHIAOM ¥ KaTHHCOEperaloumMi  JIUypeTUKaMU
nesiecoo0pa3Ha y HeKOTOPBIX TMAlMEHTOB, OJTHAKO IPU 3TOM HE HCKIIFOYAETCs] BO3MOXKHOCTh
Pa3BUTHUS THIOKAIMEMUU WU TUNEPKAIUEMUU (OCOOEHHO Yy TMAIMEHTOB C TMOYEYHOM
HEIOCTaTOYHOCTHIO WITH Y MAIIMEHTOB C CaXapHBIM THA0ETOM).

Heo0xo1uMo KOHTPOIHPOBATh KOHIICHTPAIUIO Kallus B Tuia3Me KpoBH, mokazarenu DK u,
pU HEOOXOIMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Memdopmun

OyHKIMOHANBHAS TIOYeYHas] HeJJOCTAaTOYHOCTh, KOTOpasi MOXET BO3HUKATh Ha ()OHE MpuemMa
TUYPETUKOB, OCOOCHHO TETJICBBIX, TMOBBIIIAET PHUCK Pa3BUTHS  HMHIYyIUPOBAHHOTO
MET(GOPMHUHOM MOJIOYHOKHCIIOTO alli103a.

He cnenyer nmpuMeHsaTh MeTHOPMHH, €CITH YPOBEHDh KPEATHHHHA B TJIa3Me KPOBH MPEBBIIIACT
15 mr/n (135 mxmonb/i) y Mmy>kuu u 12 mr/n (110 MKMOJIB/JT) y KEHIIHH.

Hoocooepacawue konmpacmuvie sewecmsa

B cnydae o00e3BokMBaHWSI OpraHm3Ma Ha (OHE MpHeMa IJUYPEeTHUECKUX IpenapaToB
YBEIMYMBACT PHUCK PA3BUTUS OCTPOM TMOYEYHOW HEAOCTATOYHOCTH, OCOOCHHO TIpHU
UCTIOJIb30BAHUH BBICOKHX J103 HOJICOEPKANTIX KOHTPACTHBIX BEIIECTB.

[lepen mpumeHeHHEM WHOACOAEPKANIMX KOHTPACTHBIX BEIIECTB MAIlMEHTaM HEOOXOAMMO
KOMIICHCUPOBATh MTOTEPIO JKUIKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, HeUPOIenMUKU

[IpenmapaThl ATHX KIJIACCOB YCHJIMBAIOT AHTUTHIICPTCH3MBHOE JCHCTBHE WHIAMAMUAA W
YBEITUYUBAIOT PUCK PA3BUTHS OPTOCTATHYECKOM TMIIOTCH3UU (aAUTUBHBIN dPPEKT).
Kanvyuii (conu)

[Ipn omHOBpEeMEHHOM NPHUMEHEHHWU BO3MOXHO pa3BUTHE THIEPKAIBIUEMUU BCIIECICTBUE
CHIDKEHHSI BRIBE/ICHUSI HOHOB KaJIBIIHSI TOYKAMHU.

Lluknocnopun, maxpoaumyc

Bo3MOXHO yBenWueHHE KOHIICHTpPAIlMM KpEeaTWHWHA B IIa3Me KpOBH 03 HW3MEHCHUs
KOHI[EHTPALUU IUPKYIHPYIOIIEro ITUKIOCIOPUHA, NaXe MPH OTCYTCTBHH IMOTEPU BOIBI U
WOHOB HATPHSI.

Kopmukxocmepouonuvle npenapamoi, mempako3zakmuo (cucmemHoe npumeHeHue)

CHMXCHUE aHTHTHUIICPTCH3UBHOTO A deKTa (3aepKKa BOIbI 1 HOHOB HATPUS B PE3yJbTaTe

JEUCTBUSI KOPTUKOCTEPOUIOB).



4.6. @epTUIBHOCTb, 0EPEMEHHOCTDH U JIAKTALUS

bepemeHHOCTD

B HacTosmmii MOMEHT HET JOCTATOYHOIO KOJIMYECTBA JAHHBIX O MPUMEHEHUM HWHAANaMHUIA
BO Bpems OepemeHHoctu (omucaHo Menee 300 ciydaeB). [[nuTenpHOe mpUMEHEHHE
TUABUAHBIX TUYPETUKOB B TPCTHEM TPUMCCTPC 6€peMeHHOCTI/I MOXKET BbI3BAaTh THUITIOBOJICMUIO
y MaTepd W CHIDKEHHE MAaTOYHO-ITUTAIEHTAPHOTO KpPOBOTOKA, 4YTO MPHBOAHMT K
(eToruianeHTapHON IIEMHUH U 33/IEPIKKE PA3BUTHSA TUIOAA.

HccnenoBanuss Ha JKMBOTHBIX HE BBISBHJIM MPSMOTO WJIM HEMPSMOTO TOKCHYECKOTO
BO3/ICUCTBUS HA PENPOAYKTUBHYIO (DYHKIIHIO.

B kauecTBe Mephl NMPEIOCTOPOKHOCTH, PEKOMEHIyeTCsl M30eraTh MPUMEHEHUsT MHIAaMuIa
BO BpeMsi OEpEMEHHOCTH.

JlakTanus

I[aHHBIX O TPOHUKHOBCHHWH HHAAIIAMHUJA HIIKX Cro MeTaGOJ'H/ITOB B T'PyAHOC MOJIOKO Yy
YeNloBeKa HEJOCTAaTOYHO. Y HOBOPOXKICHHOTO ITPU 3TOM MOXKET Pa3BHTHCS TOBBIIICHHAS
YYBCTBUTCJIBHOCTD K IIPOU3BOAHBIM Cy.]'H:(bOHaMI/I,Z[a U TUIIOKanueMus. B ¢Bs3u ¢ 9TUM, PUCK
JUTSE HOBOPOXKICHHOTO/MITaJICHIIa HE MOKET OBITh UCKITFOUEH.

I/IHI[aHaMI/II[ 6.]11/1301( K THAa3UJAHBIM JUYPCTHKAM, MPUCM KOTOPBIX BBI3BIBACT YMCHBIICHUC
KOJINYECTBA TPYIHOTO MOJIOKA MJIH JJaXKe TIOAAaBIICHHE JTAKTAILIUH.

He CJICOAYCT NPUMCHATH NMHAAIIaMHU B IICPHUOA I'PyJHOI'0 BCKAPMJIMBAHU.

DepTUILHOCTD

UccnenoBanusi penpoayKTUBHOM TOKCHYHOCTH TIOKA3ajid OTCYTCTBUE BIUSHHS  Ha
bepTUIbHOCTh CaMOK U caMIOB KpbIc. [IpenmnonoxurenbHo, BIUsHUE HAa (HEPTHIBHOCTD Y

YeJIO0BEeKa OTCYTCTBYET.

4.7. BausiHHe HA CIIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAMH M padoTaTh €
MeXaHNU3MaMu

Wupanamu He BAUSET HA HapyIIeHUEe BHUMAHHUS, HO B HEKOTOPBIX CIy4asX MOTYT BO3HUKATh
peakuuu, CBsI3aHHbIE CO CHUKCHHEM apTEepPHAIILHOTO JaBJICHHS, OCOOCHHO B Hayalle Tepariu
WK Tpy J00aBICHUH K MPOBOJUMON Tepamnuu APYruX aHTUTHIIEPTEH3UBHBIX JIEKAPCTBEHHBIX
npenapatoB. B pesympTare CIOCOOHOCTH YNPABIATH aBTOMOOMJIEM WU JAPYTHMMHU

MeXaHU3MaMH MOXET OBbITh HapylIeHa.

4.8. HexenarejJbHble peaKIIun

Pesrome npoduiag 6e3onacHOCTH
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Haunbosiee yacTeIMi HEXeNaTeTbHBIMU PEAKIUAMH, O KOTOPBIX COOOIIATIOCh, OBIIN PEaKIH
MOBBIIICHHOW YYBCTBUTEIBHOCTH, B OCHOBHOM JIEPMATOJIOTHYECKUX, Y TIAIIUEHTOB C
MPEIPACIIONOKEHHOCTRIO K QJIEPIUYECKUM U aCTMAaTHYECKHM PEAKIUSAM, a TaKKe MaKyjo-
TnaryJie3Has ChIllb.

B xo/e KITMHUYECKUX HCCIEeIOBAaHUI TUMOKanreMus (KOHIIEHTPAlKs Kallus B TUIa3Me KPOBU
MeHee 3,4 mmoub/i1) Habmonanack y 10 % mamueHToB, a KOHIEHTpAIUs Kajdus B IUIa3Me
KpOBH MeHee 3,2 MMoIIb/T Habmoganack y 4 % marueHToB yepes 4-6 Henenb mocje Hayana
tepanuu. [locie 12 Hemenb Tepanuu cpeaHee CHUKEHUE KOHLEHTpAIMU KaJlWs B IUIa3Me
coctaBisuio 0,23 MMOJIB/I.

BobImMHCTBO HEXENATEIbHBIX peakinuii (JTabopaTopHbie W KIIMHUYECKHUE MMOKA3aTEeIN) HOCST
J10303aBUCUMBII XapakKTep.

TabauyHOE pe3roMe HEXKENATEIbHBIX DEAKIINNA

Yacrora MOOOYHBIX peakUuii, KOTOpPbIE ObLIM OTMEUYEHBI BO BpeMsl TEpaluH WHAANAMHUIOM
MpUBEJIEHA B BHJE CIEAyIOMEeH Trpamanuu: odeHb 4acto (=1/10); wacto (=1/100, <1/10);
HewacTo (>1/1000, <1/100); peako (=1/10000, <1/1000); ogenn penko (<1/10000), wactora

HEW3BECTHA (YacTOTa HE MOXKET OBITh IMOJICYMTAHA TI0 JOCTYITHBIM JTaHHBIM).

CucreMHO-OpraHHbIi

KJjacc HexenaTenbHble peakuuu Yacrora
MedDRA

ATrpaHyJI0LMTO3 OueHb penko

Hapymenus co ctopoHsl AnacTuueckas aHeMUsI OueHb penko
KPOBHU U TUM(paTHUYECKON I'emosnTHueckas aHemMus OueHb penko
CHUCTEMBI JlelikoneHust OuyeHb peko
TpomOouurTonenus OueHb penko

I'mnepkansuuemus Ouenb penko

CHIKEHUE KOHIIEHTPAIUU KaJlis U
pa3BUTHE TUTIOKATUEMHUH, OCOOEHHO Yacrtora
3HAYMMOE JUIs Malle€HTOB, OTHOCAINMXCSA K | HEM3BECTHA

Hapymenus merabonn3ma u

MATAHUS
rpynme pucka (cm. pazuen 4.4)
YacroTa
l'umonatpuemust (cM. pasnen 4.4)
HEH3BECTHA
Bepturo Penxo
IToBblllIEHHAS! YTOMIIIEMOCTh Penxo
Hapyiienus co cTopoHsl ["onoBHas 60116 Penxo
HEPBHOM CUCTEMBI ITapecre3us Penxo
YacroTa
Obmopox
HEH3BECTHA
YacroTa
Hapymenus co ctoponsl Muonus
HEH3BECTHA

OopraHa 3pCHUA

Heuerkoe 3peHne YacroTa
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CucreMHO-OpraHHbIi

KJjacc HexenaTenbHble peakuuu Yacrora
MedDRA

HEU3BECTHA

Hapyenue 3penus Hacrora
Py P HEU3BECTHA

. Yacrora

XOpHOUAATIBHBIN BBIIOT

HEU3BECTHA

Hapyiienus co cTopoHsl
cepaua

Aputmus

Ouensb penko

[MonumopdHast )KeTya0uKOBast TAXUKAPIUS
TUTA CTUPYIT» (TIOTCHIUAIBHO C
JETATBHBIM UCXOA0M) (CM. pazaensl 4.4 u
4.5)

Yacrora
HEW3BECTHA

Hapyiienus co cTopoHsl
COCYJI0B

ApTtepuanbHasi TMIIOTEH3US

Ouensb penko

Hapyiienus co cTopoHsl
KEITyI0YHO-KUIIEYHOTO
TpakTa

PBoTa Heuacrto
TomraoTa Penxo

3amnop Penxo
CyXx0CTb BO PTY Penxo
ITankpeatut OueHb peliKo

Hapyiienus co cTopoHsl

Hapymienue GyHKIMYM neyeHn

OueHb pesiKo

Bo3M0XkHO pa3zBuTHE MEYEHOUHOU

N Yacrora
MEYEHHU U KeTYEBBIBOSIINX | dHLIe(ATIONaTu B Cilydyae MeueHOUYHOMI HeM3BeCTHA
myTen HEJ0CTaTOYHOCTH (cM. pa3aensl 4.3 u 4.4).
YacroTa
TI'enatur
HEU3BECTHA
Peakiiyin moBBIIIEHHOW YyBCTBUTENBHOCTH | HacTo
Makyso-nanyse3Hasi Chlllb Yacto
ITypnypa Heuacrto
AHTMOHEBPOTUYECKUN OTEK OueHb pesiKo
Kpanusauna OueHb peliKo

Hapymenus co ctoponsl
KOXH U IIOJKOXHBIX TKaHEHU

Toxkcudeckuil dnuepMaIbHbId HEKPOIU3

OueHb pesiKo

Cungpom CtuseHca-/>xoHcoHa

OueHb peliKo

Bo3moskHoe obocTpenue yxe umeronieiicss | Yacrora
OCTPOM CUCTEMHOM KPAaCHOW BOJTYAHKU HEHU3BECTHA
Peakiuu oTOUyBCTBUTENEHOCTH (CM. Yacrora
paznen 4.4) HEH3BECTHA

Hapyiienus co cTopoHsl
MOYEK ¥ MOUYEBBIBOIALINX
nyTen

IToueunast HeJOCTATOYHOCTE

OueHb penko

JlaGopaTopHbie 1
WHCTPYMCHTAJIbHBIC TAaHHBIC

VY nmuaenue unrepBaia QT ra DKI (cwm. YacroTa
paznensl 4.4 u 4.5) HEH3BECTHA
[ToBbllIEHHE KOHLIEHTPAIMU TITIOKO3bI B Yacrora
KpoBH (cM. pazzaen 4.4) HEH3BECTHA
[ToBblllIEHHE KOHLIEHTPAIMA MOYEBOM Yacrota
KHCJIOTHI B KpOBH (CM. paznen 4.4) HEH3BECTHA
IToBpImeHNE aKTUBHOCTH NIEUYCHOYHBIX Yacrora
dbepmMeHTOB HEH3BECTHA
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COOGH.IGHI/IG 0 TOA03PEBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxHo coo0mare 0 MOJ03pPEBAEMBIX HEXKENATeNbHBIX PEaKIMsIX MOChIe PperucTpanuu
JEKapCTBEHHOTO TMperapara ¢ LeNbl0 OOECIEeYeHUsT HENPEephIBHOTO MOHHUTOPHUHTA
COOTHOILEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOI'O MIperapara.

MeaunuHCKUM ~ pa0OTHHKAM  PEKOMEHAYeTCsS Coo0IaTh O JIOOBIX  IMMOJ03PEBaeMbIX
HEKENaTeNIbHbIX peakUusax JEKapCTBEHHOTO Ipernapara uepe3 HalMOHAlIbHbIE CHCTEMbI
COOOIICHNST O HEeXKeJaTeNbHbIX pPEaKUUsAX ToCyJapcTB — 4ieHOB EBpasmiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @edepayus:

109074, r. Mocksa, CrnaBsiHCKas miomajisp, 1. 4, crp. 1

®denepanbHas Ciry0a o HaA30py B chepe 3ApaBOOXPaHEHHUS

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

daxkc: +7 (495) 698-15-73

DneKkTpoHHas rmovra: npr@roszdravnadzor.ru

http://roszdravnadzor.gov.ru

Pecnybnuxa Apmenus:

0051, r. EpeBan, mp. Komuraca 49/4

AO3T «HayuHblid LHEHTP SKCHEPTU3BI JEKAPCTB U MEAUIIUHCKUX TEXHOJOTHI MM. aKaJeMHKa
3. 'abpuensHa»

Ten.: (+374 10) 231682, 230896, 234732, 232091

@akc: (+374 10) 232118, 232942

Tenedon ropsyeil NUMHUM OTIENa MOHHUTOPHUHTa OE30MACHOCTH JIEKAPCTBEHHBIX CPEICTB:
(+374 10) 200505, (+374 96) 220505

DnekTpoHHas nmovra: admin@pharm.am

http://pharm.am

Pecnybnuxa benapyco:

220037, r. Munck, ToBapuiueckuii nep. 2a

VII «lleHTp 3KCIIepTU3 U UCTIBITAHUHN B 3PaBOOXPAHECHUL)

Ten.: +375-17-299-55-14

@axc: +375-17-299-53-58

Tenedon oraena papmakonaazopa: + 375 (17) 242 00 29

DnekTpoHHas noyurta: reeth@rceth.by

http://www.rceth.by
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Pecnybnuxa Kazaxcman:

010000, r. Hyp-Cynran, nip. baysipsxana Mombinryssl, 2/3

PI'TI na IIXB «HanumonaneHslid LIeHTp 3KCIIEpTHU3BI JEKAPCTBEHHBIX CPEJICTB U MEAULIMHCKHUX
uznenuin» Komwurera wmemunuHckoro u (¢apmaleBTHUECKOro KOHTposis MuHucTtepcTsa
3npaBooxpanenus Pecriyonmku Kazaxcran

Ten.: +7 (7172) 78-99-11

OnexTponHas noyra: farm@dari.kz

http://www.ndda.kz

Kwvipevizckaa Pecnybnuka:

720044, r. buikek, yi. 3-a Jluaus, 25

JlemapraMeHT JE€KapCTBEHHBIX CPEACTB M MEAULUHCKUX u3aenuid npu MuHucrepcrse
3npaBooxpanenusi Keipresckoi Pecyomuku

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

OnektponHas novra: dlomt@pharm.kg

http://pharm.kg

4.9. Ilepeno3upoBka

CHMIITOMBI

NupanaMus naxe B 04eHb BRICOKUX J03aX (10 40 mr, T.e. B 27 pa3 00JbIIe TEpaneBTUHICCKON
JI03b1) HE OKA3bIBAET TOKCUYECKOTO JIEeHCTBUS.

[Ipy3Haku OCTPOro OTpaBICHUS JIEKAPCTBEHHBIM MPEMapaToM MPOSBISIOTCA B TMEPBYIO
ouepelb CBs3aHBl C HAPYIICHHWEM BOJHO-IJICKTPOJUTHOTO Oananca (THIIOHATpUEMHUS,
runokanueMus). M3 KIMHUYECKUX CHMIITOMOB TMEPEI03UPOBKH MOTYT OTMEUAThCS TOIIHOTA,
pBOTa, apTepuaibHas TUIOTEH3Us, CyIOPOTH, BEPTUTO, COHJIUBOCTh, CIIyTAHHOCTh CO3HAHUS,
MOJIMYPHS WUTH OJTUTYPHSI C BO3MOXKHBIM TTEPEX0IOM B aHYPHIO (BCIIEACTBHE THIIOBOJIEMHUN ).
Jleuenne

Mepsl HEOTIIOKHOM MOMOIIM CBOASATCS K OBICTPOMY BBIBEJCHHUIO TIpemapara U3 OopraHu3Ma:
NPOMBIBAaHHME JKENMyJKa W/WIM Ha3HAuY€HHWE aKTHUBHPOBAHHOTO YIJIsA, C MOCIEIYIOIUM

BOCCTAHOBJICHUEM BOJAHO-3JICKTPOJIUTHOT'O OanaHca B CIICUAIN3UPOBAHHOM OTACIICHUU.
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5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®dapmakoamHamMH4yecKHe CBOMCTBA
®dapmakoTepaneBTUYECKas rpymnmna: JuypeTU4ecKoe CpeICTBO
Koxg ATX: C03BA11

Mexanusm nelicTBus

WNunamamMun OTHOCUTCA K MPOM3BOAHBIM Cydb(OHAMHIA C HMHIONBHBIM KOJBIIOM U TIO
(apMaKoIOTHYECKUM CBOMCTBAM OJM30K K THA3UIHBIM JAUYPETHKaM, KOTOpPblE MHTHOUPYIOT
peabcopOIMi0 MOHOB HATpUs B KOPTHKAJIBLHOM CerMeHTe mneriu Hedpona. Ilpu sToMm
YBEJIMUMBACTCS BBIJCNICHHE MOYKAaMH MOHOB HATpUs, XJIOpA U, B MEHbIICH CTENEHH, HOHOB
KaJnsl ¥ MarHusi, 9T0 CONPOBOXKIAETCS YBENUYCHUEM ANYPE3a U THIIOTEH3UBHBIM 3 (EKTOM.

dapmakoauHamuyeckue 3P PeKTol

B kmuanueckux wuccnepoBanusx Il u Il ¢a3el npu mpuMeHeHUM WHIOANAaMUIA B PEKUME

MOHOTEpanuu ObUT TPOJIEMOHCTPUPOBAH THIIOTEH3UBHBIH 3((}EKT, COXpaHSIOIUICS B

TeueHue 24 vacoB. DTO OTMeUajaoch Ha (DOHE 1103, OKA3bIBAIOIIHUX CIA00€ ITUYPETUUECKOe

JIICUCTBUE.

AHTUTHINIEpTEH3UBHAsT AKTUBHOCTh MHJANaMUa CBsi3aHA C YIYYIIEHHEM D3JIACTHYECKHX

CBOWCTB KPYIHBIX apTepuil, yMEHbIIEHHEM apTePUOJSIPHOTO M OOIIEro nepudepuyeckoro

COCYJIUCTOTO CONMPOTUBIICHHUS.

Wnpanamua yMEHbIIACT THIIEPTPOPHUIO JICBOTO JKETYI0UKA.

Tuaszuanbele U THA3UIONOAOOHBIE AUYPETUKH TPHU ONpEACNeHHOW M03€ IOCTHraloT IUIaTo

TepaneBTHUECKOro 3¢exTa, B TO BpeMs KaK 4acToTa MoOO4HbIX 3((eKToB mpoaomkaeT

yYBEIMYMBATHCS MpPH JalbHEHIIeM MOBBIIIEHUH MA03bl INpemnapara. [lostromy He crienmyer

YBEJINYMBATh A03Y Iperapara, eciiy Ipyu NIPUMEHEHUH PEKOMEHI0BAaHHOM 103bI HE TIOCTUTHYT

TepaneBTUYECKHUil Y3 PEeKT.

B kopoTkux, cpenHel UIMTENbHOCTH U JOJTOCPOYHBIX HCCIIEIOBAaHUAX C Y4YacTHEM

MAIMEHTOB C apTepHAIbHOM rUInepTeH3ueil ObUIo MOKa3aHo, YTO MHAAIaMU/;

— HE BIUSET Ha MOKAa3aTeNU JIMIUIAHOTO OOMEHa, B TOM YHCIIE Ha YPOBEHb TPHUTIIHIIEPHJIOB,
XOJIECTepUHA, JIUMIONPOTEMHOB HU3KOM IUIOTHOCTH M JIMIONPOTEMHOB  BBICOKOU
IUIOTHOCTH;

— HE BIHMSET Ha IOKa3zaTeaun oOMEeHa YIJIEBOAOB, B TOM YHCIIE y IMAllMEHTOB C CaXapHbIM

MadeToM.
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5.2. dapmakoknHeTH4YeCKHE CBOMCTBA

B tabnerkax Apudon perapa ASHCTBYOIIEE BEIIECTBO HAXOAUTCS B CIIEIIUATLHOM MaTPHKCE-
HOCHTCIIC, O6€CH€‘II/IBaIOH_I€M IMPOJIOHT'MPOBAHHOC BI:ICBOGO)K,Z[@HI/IG nHAamnamMuaa B
JKEITYJOUYHO-KAIIEYHOM TPAKTE.

AOGcopbuus

BricBoOoauBIIniics nHAAMaMul ObICTPO U TOTHOCTHIO BCACHIBAETCS B JKEIYAOYHO-KUILIEYHOM
TpakTe.

[IpueM nuIM HE3HAYUTEIBHO YBEJIWYMBAET BPEMsI BCACBIBAHUSA, HE BIMSASA IMPU STOM Ha
HOJHOTY abcopOuuu.

MakcuMalibHasi KOHIEHTPAILMS B TJIa3Me€ KPOBH JIOCTUraeTcs 4yepe3 12 JacoB mociie nprema
BHYTPb OJHOKPATHOM 103kl [Ipy MOBTOPHBIX MpueMax KojeOaHHsl KOHLIEHTPAIlUH penapaTa
B IIJJa3M€ KPOBH B IIPOMEKYTOK MEK]y IPUEMAMH IIperapaTa CriaaXKuBaroTCsl.

CymecTByeT HHIMBUAyalbHas BApHaOeIbHOCTh NTOKa3aTesel BcachIBaHUsI Iperapara.

Pacnopenenenue

Oxono 79 % mpenapara cBs3bIBacTCs ¢ OesKaMu Ia3Mbl KpoBu. [lepuosa momyBbIBeACHUS
npenapara coctasisieT 14-24 gaca (B cpeaHeM, 18 gacos).

PaBHOBECHAs1 KOHLEHTpALMS JOCTUTAETCA yepe3 7 THEW mpueMa rpernapara.

[Tpu moBTOPHOM NpUEME Mpenapara He HAOMIOAAETCS €ro KyMYJIALUH.

Buorpancdopmarnus

NHupanaMul BBIBOJUTCS B BUJE HEAKTHBHBIX METa00OIMTOB, B OCHOBHOM moukamu (70 % ot
BBEJICHHOM JT03bI) U uepe3 KUIeuyHuk (22 %).

Oco0nIe I'pYyHnbI MNanucHTOB

VY nanueHToB ¢ MOYEYHON HEJJOCTATOYHOCTHIO (DapMaKOKMHETHKA JIEKapCTBEHHOTO IpenapaTa

ApudoH petap He U3MEHSETCHI.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcnoMoOrareJibHbIX BelleCTB
I'mnpomennosa

JlakT03B1 MOHOTHAPAT

Marnus creapat

IMoBumon 30

KpeMHuus quokcu1 KOJUTOUIHBIN 0e3BOTHBIH
IInenounas obonouxa

I'muuepon
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I'mnpomennosa
Makporon 6000

Marnus creapat

Tutana qTuokcug

6.2. HecoBmecTHUMOCTH

He npumenumo.

6.3. Cpoxk rognocru

2 roxa.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NPU XPAHECHUH

XpanuTth nipu Temneparype He Bbiie 30 °C.

6.5. Xapaxkrep u coaepkaHue NePBUYHOH YIIAKOBKH
ITo 30 Tabnerok B O6mucrep ([IBX/Amx). Ilo 1 Gmmctepy ¢ MHCTPYKIIMEH MO MEIUITMHCKOMY
IPUMEHEHMIO B MTAUYKY KAPTOHHYIO ¢ KOHTPOJIEM IIEPBOT0 BCKPHITUS (TIPH HEOOXOMMOCTH).

Ynakoexa ona cmayuorHapos.”

ITo 30 tabnerok B Giucrep (IIBX/Aun). [To 3 6aucrepa ¢ paBHBIM KOJTUYECTBOM MHCTPYKIIHIA
110 MEIUITTHCKOMY MIPUMEHEHUIO B MMAa4YKy KAPTOHHYIO C KOHTPOJIEM MEPBOTO BCKPBITUS (TIpH
HEOOXOIUMOCTH).

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHHUYTOKEHUHM HCIOJb30BAHHOIO
JEKAPCTBEHHOr0 TMpenapara MJIM OTXO0A0B, TMOJYYEeHHbIX TMOcjJde TPHUMeHEHHs
JIEKAPCTBEHHOT0 NMpenapaTa iy Apyrue MaHUIYJISIUYU ¢ PenapaTom

Oco0ble TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPXKATEJb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

®paHuus

«Jlabopatopun Cepsre» / Les Laboratoires Servier

92284 ®dpannus, Cropen Cenekc, yi. Kapuao 50 / 50, rue Carnot, 92284 Suresnes Cedex,

France

7.1. IlpeacraBuTesb AepsKaTesisi PerHCTPALNMOHHOIO YI0CTOBEPEeHHS

[IpereH3un moTpeduTeIel HAIPABISATE 10 AJIPECY:

Poccuiickag ®enepanus Pecnyoimka Kasaxcran u KeIpreizckas
AO «CepBbe» PecniyOnuka
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Anpec: 125196, r. Mocksa, yiu. JlecHas, TOO «Cepsbe Kazaxcran»

oM 7, atax 7/8/9 Anpec: 050020, r. Anmarsl, nip. JlocTbik
Ten.: +7 (495) 937-0700 310

dakc: +7 (495) 937-0701 Ten.: +7 (727) 386 76 62

Pecniy6nvka benapych PecniyOnuka ApMeHus

[IpencraButensctBO YAO “Les Laboratoires  IIpeacraButenscTBo «JIaboparopuu CepBbey

Servier” (®@paniry3ckas PecryOmnnka) B Anpec: 0001, r. EpeBan, CeBepHblii
Pecnybnuke benapych npocnekT 1, 6uzHec nentp «Hopa»
Anpec: 220030, r. MuHck. yi. MscHUKOBa, Ten.: +374 10 505074

70, o¢. 303

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

8. HOMEP PEI'HCTPAHMOHHOI'O YIOCTOBEPEHMUSA

9. JIATA IEPBUYHOM PETUCTPAIIAU (IIOATBEPXKXIEHUA PETUCTPAIIUMA,
INEPEPETUCTPALIN)

JlaTa nmepBoii peructpanuu:

10. JATA INIEPECMOTPA TEKCTA
OOmast xapakTepuCTHKa JIEKapCTBEHHOro mpenapata ApudoH perapn AocTynmHa Ha
UHPOpPMALMOHHOM mopTaie EBpa3suiickoro 3KOHOMHYECKOro cOr03a B HMH()OPMALMOHHO-

KOMMYHHMKaIIMOHHOH ceTu «HTepHeT» http://www.eurasiancommission.org

18



	1. НАИМЕНОВАНИЕ ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	2. КАЧЕСТВЕННЫЙ И КОЛИЧЕСТВЕННЫЙ СОСТАВ
	3. ЛЕКАРСТВЕННАЯ ФОРМА
	4. КЛИНИЧЕСКИЕ ДАННЫЕ
	4.1.  Показания к применению
	4.2.  Режим дозирования и способ применения
	4.3.  Противопоказания
	4.4.  Особые указания и меры предосторожности при применении
	4.5.  Взаимодействие с другими лекарственными препаратами и другие виды взаимодействия
	4.6.  Фертильность, беременность и лактация
	4.7.  Влияние на способность управлять транспортными средствами и работать с механизмами
	4.8.  Нежелательные реакции
	4.9.  Передозировка

	5. ФАРМАКОЛОГИЧЕСКИЕ СВОЙСТВА
	5.1.  Фармакодинамические свойства
	Фармакотерапевтическая группа: диуретическое средство
	Код АТХ: C03BA11

	5.2.  Фармакокинетические свойства

	6. ФАРМАЦЕВТИЧЕСКИЕ СВОЙСТВА
	6.1.  Перечень вспомогательных веществ
	6.2.  Несовместимость
	6.3.  Срок годности
	6.4.   Особые меры предосторожности при хранении
	6.5.  Характер и содержание первичной упаковки
	6.6.  Особые меры предосторожности при уничтожении использованного лекарственного препарата или отходов, полученных после применения лекарственного препарата или другие манипуляции с препаратом

	7. ДЕРЖАТЕЛЬ РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	7.1. Представитель держателя регистрационного удостоверения
	Претензии потребителей направлять по адресу:


	8.  НОМЕР РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	9.  ДАТА ПЕРВИЧНОЙ РЕГИСТРАЦИИ (ПОДТВЕРЖДЕНИЯ РЕГИСТРАЦИИ, ПЕРЕРЕГИСТРАЦИИ)
	10.  ДАТА ПЕРЕСМОТРА ТЕКСТА

