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COOTBETCTBYET 3KCMEPTHOMY OTY

OBIIASI XAPAKTEPUCTHUKA JEKAPETBEHHOFO HPEFAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

NHIAITAMU/, 2,5 mr, TabJIETKH, TOKPBITHIE 00OJIOYKOM.

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

JelicTByrolee BEIIECTBO: UHAAIAMU/I.

NHIAITAMM/I, 2.5 mr, TabJIETKH, IOKPBITEIE 000JI0YKON

Kaxxnas TabneTka, mOKpbITast 000JI0OUKOM, COAEPKUT 2,5 MI MHAANIaMHU/Ia.

BcnomorarenbHble BelecTBa, HATMYUE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
mpernaparta: JIakTo3a, Maclio KacTopoBoe (cM. pa3zensl 4.4).

[TonHbIii IepeYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBENICH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE 00OIOUKOIA.

Kpyrible, 1BOSKOBBINYKIIbIE TaOneTkH, Oe3 pPUCKH, MOKpBITHIE 000noukoi Oenoro nsera. Ha
MIOTIEPEYHOM pazpese TabseTKa 0eI0To Wi MOYTH OENIoro 1BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

IIpemapatr MHAAITAMU]] noka3aH K NPUMEHEHHUIO Yy B3POCIBIX AJIS JICYEHUS apTEepHaIbHOU
TUIIEPTEH3UH.

4.2. Pesxum 103MpPOBaHHUS U CNIOCO0 MPUMEHEHUSs

PexxuM 03upoBaHus

IIpu nedeHnH MalMEHTOB C apTEPUAIBHON TMIIEPTEH3UEN [03a Ipernapara He JOJKHA IPEBBIIIATh
2,5 Mr/cyTku (yBeIMYEHHE PHCKA HEXEJaTeNbHbIX peaklnidl 0e3 yCHUJIeHHs] aHTUTHUIEePTEeH3UBHOTO

addekra).

Oco0BbIe TPYIIIHI IMAIMEHTOB

HauueHmbz nosHCU020 so3pacma

VY NOXWIBIX MAMEHTOB CIEIYET KOHTPOJIHMPOBATH COJAEPKAHME KPEaTHWHHHA B IUIa3ME€ KPOBH C
yd4eToM Bo3pacTa, Mmaccel Tena M nona. JlexkapcrBenssii npenapar MHJIAITAMUWJL moxxHO
Ha3HayaTh MOXWIbIM MallUeHTaM ¢ HOpMalbHON (QYHKIMEH MOYeK WM TOJBKO ¢ MUHUMAJIbHBIMU
€€ HapyLICHUSIMH.

Ilayuenmul ¢ Hapywenuem ynKyuu novex

[IpuMeHeHrne NpPOTHMBOIOKA3aHO MAIMEHTaM C TSDKEJIOM MOYEYHOW HEIOCTATOYHOCTHIO (KIMPEHC
kpeatnanHa MeHee 30 mur/muH). TwasugHbie W THA3UAONOAOOHBIE TUYPETUKH B TIOJHOW Mepe
3¢ EKTUBHBI TOJBKO Yy MAIMEHTOB C HOPMAJbHOM (YHKIHMEH MOYeK WIM MHUHUMAJIbHBIMU €€
HapyLICHUSIMH.
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Ilayuenmul ¢ Hapywenuem Qyukyuu nevexu
[IpumeHeHne MPOTUBONOKA3aHO MALMEHTAM C TSKEJION IEYEHOUYHOU HEJJ0CTaTOUYHOCTBIO.
eTH

bezonacuocts u 3pdextuBHOCTh Mpenapara MHAATIAMU/] y nereii B Bo3pacte ot 0 1o 18 et He
YCTaHOBIICHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

ITpumensierca BHYTpb 1 TabsieTKa B CyTKH, KEJIATEIBHO YTPOM.
4.3. [IporuBonoOKa3aHus
— T'unmepuyBCTBUTENBHOCTh K HWHAANAMHIY, IPYTMM MPOU3BOAHBIM CyJb()OHAMUTA WU
J1r000My U3 BCIIOMOTaTEIbHBIX BEIIECTB MpenapaTa, NepeuruciIeHHbIX B pa3zaene 6.1;
— TsDKeJas MoYeYHask HeI0CTaTOYHOCTh (KITMPEHC KpeaThHrHA MeHee 30 Mi1/MuH);
— Ie4YEeHOUHas 3HUe(aIONaTUs WU TXKeJIoe HapylleHne QyHKINH [IeUYEHU;
— TUIOKaJIUEMHUs;

— TAIHWEHTHI ¢ HETIEPEHOCHUMOCTHIO TalaKTO3bl, Ne(MUIIMTOM JAKTa3bl, TJIFOKO30-TAIAKTO3HON
MajbaObcopOIuei;

— OepeMEeHHOCTh U MEPUOJI TPYTHOTO BCKaPMJIMBAHUS;

— JeTcKuii Bo3pact 10 18 rner.
4.4. OcoOble yKkazaHusl U1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0OCTOPOKHOCTBIO:

Hapymenust GpyHKIMM NEYEHU W MOYEK JIETKOM WM YMEPEHHOM CTENEHU TSKECTH, HapyIIeHUS
BOJIHO-JIEKTPOJIMTHOrO OanaHca, MPUMEHEHHUE y MalMeHTOB ¢ yBeauueHHbIM mHTepBasioM QT Ha
OKI', npuMeHeHue Yy HWCTOIIEHHBIX NAIMEHTOB, NPUMEHEHHWE Yy TMAalMeHTOB, MOJYyYaroluIuX
OJIHOBPEMEHHYIO TEPANMIO C JIEKaPCTBEHHBIMHU IIpenaparamd, KOTOpPbIE MOIYT YBEJIMYUBATH
untepBan QT, npuMeHeHHWe C JIeKapCTBEHHBIMH IIpernaparaMmy, CIIOCOOHBIMU BbI3BIBATh
MOJUMOP(HYIO JKEITYyA0UYKOBYIO TaXMKapAHIO TUMA «IIUPYIT», IPUMEHEHHUE C MpernapaTaMu JIUTHS,
JIEKapCTBEHHBIMU  IIpenapaTamMH, CIOCOOHBIMU  BbI3bIBATh  T'MIIOKAIMEMMIO, CEpPACUHBIMU
rIuKo3uAaMu (cM. paszen 4.5), nepudeprudeckre 0TeKH WM aclUT, HIleMudeckas 00Ie3Hb cep/ua,
ceplieuHas HeJJ0OCTaTOYHOCTb, THIIEpIIapaTUPEO3, CaXapHblil [uader, TUIepypUKeMHUs U ojarpa.

Hapywenus ¢pynxyuu nevenu

[Ipy Ha3HaueHUM THUA3UIHBIX M THUA3HUJONOJOOHBIX JUYPETUKOB Yy MAIMEHTOB C HApPYIIEHUSMU
(GYyHKIMU TIe4eHH, OCOOEHHO B Ciydae HapylIEHUS BOJHO-3JEKTPOJIUTHOro OanaHca, BO3MOXKHO
pa3BUTHE MEYEHOYHOM HHIle(aonaThuy, KOTopas MOKET MPOrpecCUpoBaTh A0 MEYCHOYHONH KOMBI.
B 5T0OM cityuae npueM IHypETUKOB CIEAYET HEMEIJIEHHO PEKPATUT.

Peaxyuu pomouyecmeumenvrocmu

Coobmanoch o ciryyasix pa3BUTHs peakiuil pOTOUYBCTBUTENFHOCTH Ha (pOHE MpHeMa THa3HIHBIX U
TUA3UJIONOJOOHBIX  JUypeTukoB (cMm. pazgen 4.8). B ciydae pa3BuTHS — peakuui
(OTOUYBCTBUTENBHOCTH Ha (pOHE MpHEMa JEKapCTBEHHOTO Mperapara peKOMEHIyeTCsl IPEKPaTUTh
nedyeHre. Ecnu MOBTOpHOE Ha3HaueHUE AUYPETHKAa MPU3HAHO HEOOXOIUMBIM, PEKOMEHIYyeTcs
3alIMIIATh OTKPBITHIE YYAaCTKH OT COJHEYHBIX Jy4eld WJIM HCKYCCTBEHHBIX YIbTPa(roIeTOBBIX
Jy4en tumna A.
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Xopuoudanvhbulil 661nom, 0CmMpas MUONUS U 6IMOPUYH( P a4 24

CynbhoHaMuapl WIM WX TPOU3BOJHBIE MOTYT BBI3BIBATh HJIMOCHHKPA3UYECKYI0 DPEAKIHUIO,
IPUBOASIIYI0O K Pa3BUTHIO XOPHUOMJAIBHOIO BBINOTAa € JAe(EKTOM MO 3pEeHHus, Mpexoisiuei
MUONMHM M OCTPOH 3aKpBITOYroJIbHOM TIiayKoMbl. CHUMOTOMBI BKJIIOYAIOT CHU)KEHHE OCTPOTHI
3peHMst UM O0JIb B IJ1a3ax ¢ OCTPHIM HayaJIoM M OOBIYHO BO3HUKAIOT B TEYEHUE HECKOJIBKHX YacOB
WJIM HEZEIIb [I0CIIe Hadasa pueMa Ipernapara.

[Ipu OTCYTCTBUM JIeUEHHUs OCTpasi 3aKPbITOYTOJIbHAS TJIayKOMa MOKET MPUBECTU K HEOOpaTUMOMn
norepe 3peHus. HaganmpHas Tepamus 3aKiroyaeTcs B MaKCHMalIbHO OBICTPOH OTMEHE mpemnapata.
Ecnu BHyTpUria3HOE JaBlI€HHUE OCTAETCS HEKOHTPOIUPYEMbIM, MOXKET MOTPEOOBATHCS HEOTIOKHOE
MEAUKAaMEHTO3HOE JIEUEHUE WIM XUPYprudeckoe BMelarenabcTBO. PakTopamMM pUCKa pa3BUTHUSA
OCTPOM 3aKPBITOYTOJLHON II1ayKOMBI MOTYT OBITh aJlJIeprUuecKue peakluy Ha CyIb(OHaMUIbI I
NEHULWJIJIMH B aHAMHE3E.

Boono-snekmponumnwnii 6ananc
- Coo0epoicanue UOHO8 HAMPUS 8 NIA3ME KPOBU:

Jlo Hayasa jedeHuss HeoOXO0AMMO ONPEACTUTh KOHIICHTPAIIMI0 HOHOB HATpHsl B Tuia3Me KpoBu. Ha
¢doHe mpHema mpemapara CcleayeT PeryJsipHO KOHTPOJHMPOBATH ITOT IMOKazaTenb. Heobxommm
MOCTOSIHHBI KOHTPOJIb KOHIICHTPAIlMM HOHOB HATpPHUs, TaK KaK IEPBOHAYAIBLHO CHUKCHUE
KOHLOCHTpAallMKM HMOHOB HATpUd B IIJIa3ME€ KPOBU MOKET 6I)ITI) OecCUMIITOMHBIM. bosiee 4acToIii
KOHTPOJIb KOHIICHTPAIIMA WOHOB HATPUs IOKAa3aH NAllMEHTaM C IMUPPO30M IICYCHU M JIMIIaM
MOKMIIOTO Bo3pacta (cM. pazzaensl 4.8 u 4.9).

JIro0oit ,Z[I/IprTI/I‘IeCKI/Iﬁ npenapar MOXKCET BbI3bIBATb T'HIIOHATPUEMHIO, NPUBOAAIIYIO HHOIrJa K
Kpaf/'IHC TAMXKCIIBIM ITOCJICACTBHUAM.

['umonaTpueMuss B COYETAHUU C THUIMOBOJEMHEH MOTYT OBITh TPUYUHONW O0O0E3BOKMBAHUA U
OPTOCTATUYECKOW TMITIOTEH3UU.

COHYTCTByIOH_[eC CHMXCHUC KOHHICHTPALIMW HOHOB XJIOpa B INNIa3MC€ KPOBHU MOKCT IMPUBOJAUTH K
BTOPUYHOMY KOMIICHCATOPHOMY MeTa60quec1<0My AJIKaJ103y: 4YacCToTa pa3BUTUA W CTCIICHb
BBIPAKCHHOCTH 3TOTI'O B(b(l)eKTa HC3HAYUTCIIbHBI.

- CO@QPO!CCIHMQ UOHO6 Kalusl 6 niasme Kposu.

[Tpu Tepanuu THA3WAHBIMM M THA3UIONOAOOHBIMU AMYPETUKAMH OCHOBHOM PHCK 3aKIIOYAeTCs B
CHIDKEHHUH KOHIIEHTpalMM Kajiusg B IUIa3ME€ KPOBU W Ppa3BUTHM runokanuemuu. Heobxomammo
NpeJoTBpalaTh pa3BUTHE TUNOKaueMuu (< 3,4 MMOJb/JI) y MAallMEHTOB TPYIIbI HOBHIILIEHHOTO
pUCKa: MalMEeHTOB TMOXWIOTO BO3pacTa, HCTOUIEHHBIX W/WIM TOJYYaIOUUX COYETAHHYIO
MEIMKAMEHTO3HYIO TEpamuio, MallMeHTOB C LUPPO30OM IE€YEHHU, NepupepudeckuMu OTEKaMHU MU
acIIUTOM, MAllMEHTOB C UILIEMUYECKON O0JIE3HBIO cep/ilia U CepACUHON HEJOCTaTOUHOCTHIO.

I'unokanueMus Y O9THX MNMAIUCHTOB YCHUJIMBACT KAPAUOTOKCHUYHOCTL CCPACYHLIX TJIMKO3UIAOB U
IMOBBIIIACT PUCK PA3BUTHUA ApUTMHUH.

[TarmenTsl ¢ yBenuueHHbIM uHTepBasioM (QT, Kak BpOXKIEHHBIM, TaK M BbI3BaHHBIM
JIEKAPCTBEHHBIMH IIpErapaTaMy OTHOCATCS K TPyIIIE PUCKA.

['unokanuemusi, Takke Kak U Opaaukapius, sIBISETCS COCTOSHUEM, CIIOCOOCTBYIOIIMM Pa3BUTHIO
TSKEJIONW apUTMHM, B YaCTHOCTH, MOJUMOP(HON KEeNyAOYKOBOM TaXWUKApAMM THUIA «IIHPYIT»,
KOTOPAasi MOKET IIPUBOAUTD K JIETAIIBHOMY UCXOLY.

Bo Bcex ommcaHHBIX BEIIIE cirydasax HGO6XO)II/IMO KOHTPOJHUPOBATh KOHIOCHTPALIUIO KAJINA B IJIa3ME
KpOBH, Ooiee qaCcToO, 4€M OOBIUHO. HCpBOC HN3MCPCHUC KOHUCHTpALUM HWOHOB KaJiusd B KPOBU
HGO6XO)II/IMO IMPOBECTU B TCUCHUC HCpBOﬁ HEACIN OT HayaJia JICUCHU .

HpI/I INOABJICHUHU IT'MIIOKAJIMCMHUHU OOJIXKHO OBITh HA3HAYECHO COOTBCTCTBYIOIICC JICHCHUC.
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- Coaepafcanue MAacHUA 6 niasme Kposu

beuto mOKa3zaHO, YTO THA3WAHBIE W THA3UAONONOOHBIE JUYPETUKH, BKIIOYAs WHIATIAMUI,
YBEITUYUBAIOT YKCKPEIMIO MarHus C MOYOH, YTO MOYKET IIPUBECTH K TUIIOMAarHMEMHUH (CM. pa3ieibl
4.5 u4.8).

- COOQpJfCGHue Kainvyusl 6 niasme Kposu

TuasuaHple U THA3UAONOIOOHBIE JTUYPETHKH MOTYT YMEHBIIATH BHIBEICHUE KAIBIHUS MOYKAMH U
MPUBOJIUTh K HE3HAYUTEIbHOMY W BPEMEHHOMY IOBBIIICHHUIO KOHILIEHTPALUU KalblUs B IJIa3Me
KpoBU. VcTHHHAS TUIMEPKATBIIMEMHS MOXKET OBITh CIEACTBHEM paHee HE JMAarHOCTUPOBAHHOTO
rurneprapaTupeosa.

CnemyeT mNpeKpaTuTh TpPHEM AHYPETHUECKUX IIPEmapaToB IMEpel HCCieqoBaHHueM (DYyHKIHUU
[1apallUTOBUIHBIX JKEJIE3.

Codepofcalme 2/IOKO3bl 8 niasme Kposu

Baxno KOHTPOJIUPOBATE KOHIUCHTPALUIO TJIFOKO3bI B KPOBU Yy IMAIIUCHTOB C CaXapHbIM ,I[I/Ia6eTOM,
0CO0EHHO IIpU HAJIMYHUU THIIOKAJIUCMHUH.

Mouesas kucioma
VY NalMeHTOB ¢ TUIIEPYPUKEMUEH MOKET YBEIIMUMBATHCS PUCK PA3BUTHS IPUCTYIIOB MOJATPHI.
Juypemuueckue npenapamel u QyHkyus novex

TuasuaHble ¥ THA3UIOTIOJOOHBIC TUYPETHKH dPPEKTUBHEI B IMOJTHOH Mepe TOJIBKO Y MAICHTOB C
HOPMaJbHOW WM HE3HAYUTENIHHO HApyIIEHHOW (YHKIMEH mouyek (colaep)kaHue KpeaTMHUHA B
I1a3Me KPOBU y B3POCHBIX JHI HuKe 25 Mr/n wiam 220 MKMOJIB/T). Y MAaIHEHTOB ITOXHIOTO
BO3pacTa HOPMAaJbHBIM YPOBEHb KpeaTHHHHA B TJIa3ME KPOBU PACCUUTHIBAIOT C YYETOM BO3pacTa,
Macchl TeJa U moJa.

CnenyeT yuuThIBaTh, YTO B Hayaje JIEUYEHUS y MAIMEHTOB MOXET HAONIOAAaThCS CHIDKEHUE
CKOPOCTH KJITyOOUYKOBOU (hUIbTpaIiui, 00yCIOBIIEHHOE TUIIOBOJIEMHEH, KOTOpasi, B CBOIO OYepe/lb,
BbI3BaHA MOTepel BOABI U MOHOB HaTpusl Ha (poHe mpHema auypeTHUecKux mpemapaTtoB. Kax
CJICACTBHUC, B INNIa3M€ KPOBH MOXCET YBCIMYHUBATHCA KOHLOCHTpAUHMA MOYCBHHBI M KpPCaTUHHHA.
Takas TpaHsuTopHass (GyHKIMOHATIbHAS TMOYEYHAs HEIOCTATOYHOCTh HE HUMEET KIMHHYECKOTO
3HAYEHUs y MAalMeHTOB C HOPMAJIbHON (YHKIMEHW IOYeK, OJHAKO MOXKET YCYTyOJsiTh YxkKe
MMEBIIYIOCS JI0 Hayalla JIeUeHUs IOYEUHYIO HEOCTaTOYHOCTb.

Cnopmcmenul

CnoptcMeHaMm clieyeT oOpaTUTh BHHUMaHHE Ha TO, YTO JEUCTBYIOIIEE BEIIECTBO, BXOAsIIEe B
coctaB jekapcTtBeHHoro npenapata UHJIAITAMU]I, moxer naBaTh IMOJOKUTEIBHBIN Pe3yJbTaT
IIpY NPOBEICHUH JOIUHT-KOHTPOJISL.

BcrnoMmorarensHble BElIeCTBA

Cooeporcanue 1akmosvl

[Tpemapar UHIAAITAMMUM/I conepxkut nakTo3bl MoHOTHapar. [lammentam ¢ peako BCTpevaromencs
HACJIE/ICTBEHHON HENEePEeHOCHUMOCTBIO TaJaKTO3bl, AC(PUIMTOM JIaKTa3bl JOMapel WM TII0K030-
rajlakTO3HOM ManbabcopOLuelt He ciaeayeT NPUHUMATh TaHHBIN Npenapar.

Coodeporcanue kacmopogozo macia

[Tpemapar UHJAITAMM/I coaepkUT KaCTOpOBOE MacCiio, KOTOPOE MOXKET BBI3bIBATh PACCTPONCTBO
KEJyJIKa U JUapero.
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4.5. B3aHMOHeﬁCIBHe C JApyYruMm JIC€KapCTBCHHbBIMU—HpeHapaTaMii—H—Apyrue—BuAbI
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KOM6I/IHaHI/II/I, HE PCKOMCHAYEMBIC K ITPUMCEHCHUTIO

Ilpenapamul nrumus:

[lpu oOAHOBpEMEHHOM MPHMEHEHWH HWHAANAMUa M [pErnaparoB JHMTHSA, TaKXkKe Kak H IpU
COOJTIOICHUH OECCOJICBOU JMEThI, MOXKET HAOJIFO1aThCSI MOBBIIIICHUE KOHIICHTPAIMH JIUTHS B TIa3Me
KPOBH BCJICJICTBUEC CHIDKCHHS €r0 SKCKPELUH, COMPOBOKIAIONICECS MOSBICHUEM IPU3HAKOB
nepeno3upoBku. [Ipu HEOOXOMUMOCTH TUYpPETHYECKHE MperapaThl MOTYT OBITh MCIOJIH30BaHBI B
COYETAHUU C MpenapaTaMu JIMTHS, IPU 3TOM CIIEAYET TIIATSIbHO KOHTPOJIUPOBATh KOHIICHTPAIIUIO
JUTHS B IJIa3ME KPOBU M COOTBETCTBYIOIINM 00pa3oM MOA0UPATh J03Y Iperapara.

KOM6I/IHaHI/II/I, TDC6VIOH_II/IC OpeaOCTOPOKHOCTHU

IIpenapamul, cnocodmbie 8b13616aMb NOIUMOPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO MUNA «AUPYINY.

— aHTHAPUTMHUYECKHC JICKAPCTBEHHBIC Mpenapathl [A kiacca (XWHUIWH, TUIPOXHHHIIUH,
nu3onupamu, npokanHamun) u IC knacca (pnexannun);

— aHTHApUTMHUYECKHE JieKapcTBeHHble mpemnaparbl Il kmacca (amMuomapoH, COTajod,
noderunua, nOyTuna, OpeTUIns TO3WIAT, IPOHETAPOH);

— HelponenTHkU:  (EHOTHAa3MHbl  (XJIOpPIPOMAa3WH, IMaMEMa3WH, JIEBOMEIPOMAa3uH,
THOpUAa3uH, Tpudiayornepasus, Quydenazun); OeH3aMUIbl (AMHCYIBIPHI, CYIBTONPHUI,
CYJABIUPH, THAIPUL); OYTUPOPEHOHBI (IPONEePHUI0J1, TATONEPUA0I); TUMO3UA, CEPTHUHIION;

— aHTUJAENPECCAHThI: TPULMKINYECKHE aHTHJEHPECCAHThbl, CEJIEKTUBHbIE HHIMOUTOPHI
00paTHOTrO 3aXBaTa CEPOTOHMHA (IIMUTAJIONPAM, SCIIUTAIIONPAM);

— aHTuOaKTepuadbHbIE CpeACTBA: (TOPXUHOIOHBI (JE€BOMIOKCAKIIMH, MOKCH(IIOKCAIUH,
cnapduokcad, TUIPO(IOKCAIINH); MAKPOIHIbl (SPUTPOMHUIIMH TPU BHYTPUBEHHOM
BBEJICHUM, Aa3UTPOMHIIMH, KJIAPUTPOMHIIMH, POKCUTPOMUIIMH, CIUPAMHIMH); KO-
TPUMOKCA301JT;

— TPOTUBOTPHOKOBBIE CpEACTBA psAda a30JI0B (BOPUKOHA30J, HUTPAKOHA30J, KETOKOHA301,
(bayxoHazom);

— TpPOTUBOMANSIpUIHBIE  CpelcTBAa  (XMHHUH, XJOPOXUH, Me(JOXUH, TraiodaHTpHH,
JTyMe(haHTpHH);

— aHTUaHTUHAJbHBIE CPEJCTBA (paHOIa3UH, OCTIPHUINI);

— NPOTHUBOOMYXOJICBBIC MpPCIapatbl W HMMYHOMOAYJSATOPBI (BaH)IeTaHI/I6, MBIIIIBAKA
TPUOKCHU][, OKCAIIUIIIATUH, TAKPOJIIUMYC, aHar peJ'II/I,Z[);

— TPOTHUBOPBOTHBIE CPECTBA (OHAAHCTEPOH);

— CpeACTBa, BIMSIONIME HAa MOTOPHKY JKENyJOYHO-KUIIEYHOTO TpakTa (IHU3ampuf,
JIOMIIEPHJIOH );

— AHTUTUCTAMHUHHBIC CPECACTBA (aCTCMI/ISOJ'I, TCp(I)CHa,Z[I/IH, MI/ISOJIaCTI/IH);

— TpouMe: MeHTaMUANH, Tu(deMaHnI, BAHKAaMHUH MPU BHYTPUBEHHOM BBEJCHUH, Ba30IPECCHH,
TEPIAUNPECCUH, KETAHCEPUH, TPOOYKOII, Tporodo, ceBo(IypaH, TEPOIMUINH, IIUTOCTA30II.

Tosviwenue pucka pazeumus x#ceny0oyKo8blX ApUMMUL, 0COOEHHO NOAUMOPOHOU HCeyOOUKO8OU
MAaAxuKapouu muna «nupysmy (Qpaxkmop pucka — 2unoKaiuemus,).

Ilepen HazHaueHMEM KOMOMHHMPOBAHHOW TEpalnuyd WHAANAMHAOM U YKa3aHHBIMH  BBIIIE
rnpenaparaMu CjiaeayeT MpPOBECTH HCCIEIOBAHUE C LEJIbI0 BBISBICHUS TUIOKAIMEMHUH U TNpU
5
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HEOOXOIMMOCTH TPOBECTH KOpPpeKiHioo. HeoOxo v —KoHTpois—iiHHI1ecKOFo—COeTOMHHA
ManueHTa, KOHTPOJIb YPOBHS IEKTPOJIUTOB IJIa3Mbl KpOBH, Nokazarenei DKI .

VY nanueHToB ¢ TrUIOKaduMeMuedl HeoOXOAMMO NPHUMEHSTh NpenapaThl, HE BbI3bIBAIOILUE
MOJUMOP(HYIO JKEITYA0UKOBYIO TAXUKAPIUIO TUIIA KITHPYITH.

Hecmepouonvie npomusosocnanumenvhvle npenapamol (npu CUCMEMHOM HA3HAYEHUU), BKIIOYASL
cenekmusHvle UHeUOUMOpwvl yukiookcueenaswvl-2 (LJOI-2), evicokue 003bl ayemuicaruyuioson
Kuciomsl (>3 2/cymxu)

B03MOXXHO CHM>KEHHE aHTUT HUIICPTCH3UBHOI'O I[CﬁCTBPISI uHaamamMuaa.

Y 00e3BOKEHHBIX MNAI[MEHTOB CYLIECTBYET PUCK PAa3BUTHUSL OCTPOM MOYEYHOM HEAOCTATOYHOCTHU
BCJIC/ICTBUE CHIDKCHUS KIyOoukoBoW ¢uubrparnuu. [lanmenTam HE0OXOIUMO KOMIIEHCHPOBATH
MOTEPIO KHUAKOCTU U B HaYaJIe JICUCHUS TIIATEIbHO KOHTPOIUPOBATh (PYHKIIMIO MTOYECK.

Uneubumopul aneuomensun-npespawaroujeco gpepmenma (AID)

Haznauenne unru6buropo AIID mnamueHtaM ¢ HW3HA4YaJbHO CHM)KEHHOW KOHIEHTpalMed HOHOB
HATpUSl B KPOBU CONPOBOXKIACTCS PHCKOM BHE3AITHOM apTepUaTbHOW TUIIOTEH3WW W/MIHM OCTPOU
MIOYEYHOW HEI0CTaTOYHOCTH (B YACTHOCTH, ALIUEHTaM CO CTEHO30M [TOYEUHOM apTepun).

[TarientaM ¢ apmepuanvholi  eunepmensueli W BO3MOXKHO  CHIDKCHHOM, BCJICJCTBHE
NPEAIECTBYIONIET0 MpUEMa TUYPETHKOB, KOHIICHTpPAIMCH WOHOB HATPUsS B IUIa3Me€ KpPOBHU
HE00XO0aUMO:

- 3a 3 1H4 10 Hayana nedeHust tHruoutopom AIID mpekpatuts mpueMm nauypetuka. B nampHeiimem,
pHU HEOOXOIMMOCTH, TTPUEM HEKaTMiicOeperarmero TuypeTuka MOKHO BO30OHOBHUTH;

- WJIW HAYUMHATLb TCPAIINIO I/IHFI/I6I/ITOpOM AIlID ¢ HH3KHX A03, € MOCICAYOUINM IMOCTCIICHHBIM
YBCIIMUCHUEM OO3BI B ClIydac HCO6XOI[I/IMOCTI/I.

IIpu xponuueckoii cepoeunoii Hedocmamounocmu nedeHue uHruouropamu AllD crnenyer
HAaUYMHATh C CaMbIX HHU3KHX JI03 C BO3MOXXHBIM TIPEIBAPUTEIBHBIM CHIDKEHHEM 103
HeKanuicOeperaromero AMypeTuKa.

Bo ecex cnyuasx B mepBble Heaenu mnpueMa UHruOUTOpoB AIID y manmueHToB HEOOXOIUMO
KOHTPOJIUPOBATh (PYHKIIMIO MOYEK (KOHIIEHTPAIIMIO KPeaTHHUHA B TJIa3Me KPOBH).

/pyaue npenapamel, cnocobuvle 6vl3vleams unoxaiuemuro: amgpomepuyurn B (8/8), enoxo- u
MUHEPATOKOPMUKOUObL  (NPU  CUCMEMHOM — NPUMEHEHUU), Mmempako3aKkmuo, clabumenvHvle
cpeocmea, cmumyaupylouue MOmMopuKy KUUeuHuKd

YBenuueHue pucka pa3BUTHS THIIOKATHEMIH (aIIUTUBHBIN 2P PeKT).

Heo0OxoauM MOCTOSHHBIN KOHTPOJIb KOHIIEHTPAIMK Kajlus B IJIa3Me KPOBU, MPU HEOOXOIUMOCTH —
ee Koppekius. Ocoboe BHHUMaHUE CIelyeT YIeNATh MalleHTaM, OJHOBPEMEHHO MOJIYyYaroluM
cepAeuHble  INIMKO3uAbl. PekoMeHIyeTcss  HCHONB30BaTh  CIAOMTENIBHBIE  CPEACTBA, HE
CTUMYJIMPYIOLE MOTOPUKY KHUILIEYHUKA.

baknoghen
OTmeuaeTcst yCUJIeHHE aHTUTHIIEPTEH3UBHOTO P deKTa.

[TaruenTaM HEOOXOAMMO KOMIIEHCHPOBATH MOTEPIO JKUIKOCTH M B Hayalle JICYEHUs TIIATEIbHO
KOHTPOJHUPOBATh (DYHKIIMIO MTOYEK.

Cepoeunvie enuxo3uovl

I'unokanueMus YCUJIMBACT TOKCUYCCKUC 3(1)(1)CKTBI CCPACUYHBIX TJIMKO3UI0B.
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[Ipy OAHOBpPEMEHHOM MNPHUMEHEHUH HWHAANaMUta——H——€epACHHBIX—FAHKOSHAOB——CHCHYeT
KOHTPOJIUPOBATh KOHIICHTPALIUIO Kallus B Tu1a3Me KpoBH, nokazarenu JKI u, npu HeoOXoaumocTH,
KOPPEKTUPOBATh TEPAIHIO.

Kombunauuu, mpebyrowue ocobo2o sHumanus

Annonypunon

CoBMecTHOE MNPUMCHCHUC C HWHAAIIAMUAOM MOKCET IIOBbIIIATh PUCK Pa3BUTUMA pCaKLII/Iﬁ
THIICPUYYBCTBUTCIBHOCTHU IIPHU JICUCHHUHA aJIJIOITYPHHOJIOM.

Kombunauuu, mpebyrowue sHumanus

Kanuiicoepezarowue ouypemuxu (amunopuo, CRUpoHOIAKMOH, MPUAMIEPEH)

KomOunupoBaHHas Tepanust WHAANAMHUIOM U KanuiicOeperaromumMi JUypeTuKaMu 1ejaecooopasta
Yy HEKOTOPBIX MAalMEeHTOB, OJHAKO IIPU O3TOM HE HCKIIOYAeTCs BO3MOYKHOCTb Ppa3BUTHSA
THIOKAIMEMHUH WM THUIEPKAIHEMUH (OCOOCHHO y MAIlMEHTOB C MOYEYHOW HEJOCTATOYHOCTHIO MU
y MAIMEHTOB C CaXapHbIM AHA0ETOM).

HeoOxoauMo KOHTpPOJIMpPOBATH YPOBEHb Kalldsg B IulazMe KpoBw, nokasatenmu OKI u, mpu
HE00XO0IUMOCTH, KOPPEKTUPOBATH TEPAIIUIO.

Memdghopmun

CDYHKI_[I/IOHaJ'ILHaH nmoucedyHad HEAOCTATOYHOCTb, KOTOpasA MOXKCET BO3HHUKATb Ha (1)OHC InmprueMa
ANYPCTUKOB, 0COOCHHO METICBBIX, MOBBIIACT PHUCK PA3BUTHA HHAYLHHUPOBAHHOI'O MeT(bOpMI/IHOM
MOJIOYHOKHCJIOI'O anuao3a.

He cnemyer umcmnonp3oBath MeT(hOpMHH, €CM ypOBEHb KpeaTwHuHa mnpeBbimaer 15 mr/m (135
MKMOJIb/1T) y My>X4uH ¥ 12 Mr/in (110 MKMOJIB/1T) y JKEHIIHH.

Hoocooepacawue konmpacmuvle ewecmea

B cmyuae oO0e3BoxMBaHUS oOpraHu3Ma Ha (OHE TIpUeMa JAUYPEeTHUYECKUX IpenapaToB
YBEIMUMBAETCS PHUCK pPa3BUTUS OCTPOM TOYEHYHOH HEAOCTATOYHOCTH, OCOOEHHO IIpH
WCIIOJIb30BAaHNU BBICOKHX /103 HOICOAEPKAIMX KOHTPACTHBIX BELIECTB.

Ilepen mnpumMeHeHueM HoOACOAEpKAIIMX KOHTPACTHBIX BEIIECTB NAaIlMEHTaM HEOO0XOAMMO
KOMIIEHCUPOBATH IIOTEPIO KUIAKOCTH.

Tpuyuknuueckue anmuoenpeccanmol, HeupoIenmuKu

[IpemapaTsl 3THMX KJIAaCCOB YCWIMBAKOT AaHTUTMIEPTEH3MBHOE JEHWCTBHE HWHAANAMHMIA U
YBEJIMUYUBAIOT PUCK PA3BUTHUS OPTOCTATUUECKON TUITOTEH3UH (3 AUTUBHBIN 3PPEKT).

Kanvyuti (conu)

HpI/I OOIHOBPECMCHHOM MMPHUMEHCHUHN BO3MOKHO PAa3BUTHUEC TUIICPKATIBIUEMUN BCIICACTBUC CHUKCHUA
BBIBCACHHA HOHOB KaJIbIIUA ITIOYKAMM.

Luxnocnopun, maxponumyc

Bo3MOXHO yBenWyeHHE KOHIIGHTPALMUM KpeaTMHHMHAa B IUIa3Me KpoBH 0e3 U3MEHEHHs
KOHIEHTPALUU IUPKYIUPYIOMIET0 HUKIOCIOPUHA, Ja)Ke MPU OTCYTCTBHM IMOTEPU BOJbI U MOHOB
HaTpHsl.

Kopmuxocmepouounsie npenapamul, mempaxo3zaxmuo (npu cucmemHoM npumMeHeHun)

CHu)XeHUEe aHTUTUIEPTEH3UBHOIO JEHCTBHA (3alepXKKa BOJBI M HOHOB HATpUsl B pe3yjbTare
NeNCTBUSI KOPTUKOCTEPOUJIOB).



COOTBETCTEYET 3KCIMNEPTHOMY O
o1 19.0 ; '

(NOCNEQOBATENEHOCTE 0005)

i

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

B Hacrosmmii MOMEHT HET OCTaTOYHOTrO KOJHMYECTBA JAHHBIX O NMPUMEHEHUH HHIANAMHIAa BO
Bpems OepemeHHocTH (onucaHo MeHee 300 cirydaes).

JlnurenbHOE TNpUMEHEHHE THAa3UAHbIX auypetukoB B III Tpumectpe OepeMEeHHOCTH MOXKET
BBI3BIBATH THUIOBOJIEMUIO y MaTe€pd MU CHUXKEHUE MAaTOYHO-IUIAIEHTAPHOTO KpPOBOTOKA, YTO
MPUBOJUT K (ETOIIAICHTAPHOU HIIEMHH U 33aJIep>KKE Pa3BUTHUS TUIOJA.

HccnepoBanust Ha )KUBOTHBIX HE BBISIBUJIM MIPSIMOTO WIJIM HEMPSIMOTO TOKCUYECKOTO BO3/ICUCTBUS Ha
PENPOAYKTUBHYIO (DYHKIIHIO.

B kadecTBe Mephl MPEnOCTOPOKHOCTH, PEKOMEHAyEeTCcs M30eraTh MPUMEHEHHsS WHIANaMHIa BO
BpeMsl OEpEMEHHOCTH.

JlakTarms

HaHHbIX O IMPOHUKHOBCHUHW HHAAIIaMHWJa WK €ro MeTa0OIUTOB B rpyaHo€ MOJIOKO Yy UYCJIOBCKa
HEAOCTATOYHO.

Yy HOBOPOXKXACHHOTIO MOXCT Pa3BUTBCA IIOBBIIICHHAA YYBCTBUTCIBHOCTH K IIPOU3BOIHBIM
CyJII)(i)OHaMI/IIIa U TUIIOKanueMusi. B cBs3u ¢ OTUM, PUCK IJIA HOBOpO)I(IIGHHOFO/MJIaIICHIIa HEC MOXCT
OBITH HCKJIIOYEH. Mupanamung OIM30K K THA3UJHBIM JIUYPETHKAM, IIPUEM KOTOPBIX BbI3bIBACT
YMCHBIICHUEC KOJIMYECCTBA I'PYAHOTI'O MOJIOKA WJIN JAXKE MMOJABJICHUC JIAKTAllUU.

He CJICAYCT HPUMCHATH UHAAIIAMU/J B IICPUOJ TPYAHOT'O BCKapMJIMBAHU .

DepTHIbHOCTD

HccnenoBanust penpoayKTUBHOM TOKCHUYHOCTH MOKa3ajld OTCYTCTBHME BIMSHUS Ha (EepTHIBHOCTh
CaMOK U CaMIIOB KpBIC.

Hpe,[[HOJ'IO)KI/ITeJ'IBHO, BJIMAHHC HA (I)epTI/IJ'IBHOCTB Y 4CIIOBCKA OTCYTCTBYCT.

4.7. Biausinue Ha CHOCOOHOCThH YHIpPaBJIATh TPAHCHOPTHBIMH CpeEACTBAMHU H paﬁoTaTb C
MEXaHM3MaMu

WNHpanamMu He BIWsSET HA HapyLIEHHWE BHUMAHHs, HO B HEKOTOPBIX CIy4asX MOTYT BO3HHUKAThH
peakIMy, CBS3aHHBIE CO CHIDKEHHEM apTepHaJIbHOIO JaBJICHMS, OCOOEHHO B Hayaje Tepanuu WIn
npu 100aBIE€HUU K MPOBOAMMOI Tepanmuu JIpPYruX TUIOTEH3MBHBIX INpenaparoB. B pesynbrare
CIOCOOHOCTH YIPABJIATh aBTOMOOMIIEM WM APYTUMU MEXaHU3MaMH MOKET ObITh HapylIeHa.

4.8. HexxennaTebHbIE peakuu

Pesrome mpoduiist 0e300acHOCTH

Haubonee yacTeIMU HeKeIaTEILHBIMU peaKkuuiaAMH, O KOTOPBIX COO6H12L]'IOCB, ObLIN: TUIIOKAJIMEMUA,
pcaknuuu MOBBIIIEHHO 9yYBCTBUTCIIBHOCTHU, B OCHOBHOM JCPMATOJIOTMYCCKHUEC, Yy IMMAOUCHTOB C
npeapacnoIOKCHHOCTBIO K AJUICPrUICCKUM n ACTMAaTU4YCCKUM pCaKkuuiaM, a TaKXE
MakyJiolairyJie3Has ChbIllb.

Tabnuynoe pE310ME HEKENATCILHBIX PEaKITNI

YacToTa BOSHUKHOBEHHS HEXEJIATSIbHBIX JICKAPCTBEHHBIX PEAKIIHMiA MPUBEICHA B BHJIC CIICAYIOIICH
rpaganuu: o4deHb vacto (>1/10), wacro (>1/100, < 1/10), meuacto (>1/1000, < 1/100), peako
(>1/10000, < 1/1000), ouenp peako (< 1/10000), dwacTtora HeusBecTHa (HE MOXKET OBITh
YCTaHOBJICHA [0 UMEIOIIIMMCS TAHHBIM).
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Kuaaccebl U cucTeMbl OPraHoB
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HexenatenbHble peaknuu

YacTorTa

Hapymenuss co CTOpPOHBI KpOBH U
TM(}aTHIECKON CUCTEMBI

ATpaHyIIOIUTO3

OueHs penko

ArracTrnyeckast aHEMUS

OuenHs penko

I'emonuTuueckast aHeMus

OueHs penko

Jlelikonnenus OueHsb penko
TpombornuToneHUs OueHsb penko
I'mmoxanmmemus (cMm. paszaen 4.4) YacTto
I'mmonarpuemus (cM. paznen 4.4) Heuacto

Hapymenns co cropoHsl oOMmeHa
I'unoxnopemust Penxo

BEIIECTB U MTUTAHUSA
I'unomaruuemust Penxo
I'unepkanbimeMus OueHs penko
Bepturo Penko
[ToBbIIEHHAS YTOMIISIEMOCTD Penko

Hapymiennss co CTOpoHBI HEpPBHOMU

py p p l'onoBHas 60ib Penxo

CUCTEMBI
[Tapecresus Penxo
O6mopok YactoTa HEeM3BeCTHA
Muonus YacToTa HEU3BECTHA
Octpas 3aKkpbIToyroipHas | YactoTa Hem3BecTHa
rmaykoMma (cM. pasnen 4.4)

Hapymiennss co CTOpOHBI  OpraHa =

Spers XopuonnanbHelii  BeIIOT  (cM. | YacToTa Hem3BecTHA

P paznen 4.4)

Heuetkoe 3penue YacroTa Hen3BecTHa
Hapyuenue 3penus YacToTa HEU3BECTHA
Aputmus OueHs penko
[MonmumopdHas JKenmypoukoBad | Yacrora HeM3BeCTHA

Hapyuenust co cTopoHs cepua TaxUKapavst THIA «IUPYIT»
(MOTEeHIMAaNBPHO € JIETAJbHBIM

nucxonom) (cMm. pazaensl 4.4 u 4.5)

Hapymenus co cTopoHsI cocyZioB

ApTepI/IaJ'ILHaSI THUIIOTCH3HUA

OueHsb penko

Hapymenns co CTOPOHBI XelyI04HO-
KHLIEYHOTO TPAaKTa

PBora Heuacto
TowmHoTa Penko
3amop Penxo
CyxocTb BO pTY Penxo

[TankpeaTtur

OueHsb penko

HapymeHI/m CO CTOpPOHBI IICYCHU U
KEITYCBBIBOAAIINX HYTef/i

Hapymenne ¢pynkimu neueHu

OueHsb penko

Bo3moxxHO pa3BUTHE TEUYECHOUYHOM
SHIe(aIONaTUN B ciyvae
TIEYCHOYHON HEOCTATOYHOCTH (CM.
paznensi 4.3 1 4.4)

YacToTa HEU3BECTHA

9
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(MOCNEOOBATENEHOCTE Q005]

T'ematut YacroTa HeusBecTHa

Peakiiun noBbeIIIeHHON | YacTo
YYBCTBUTEIHHOCTH
Makynonanyse3Has Chlllb Yacto
ITypoypa Heuacto
AHTHOHEBPOTUYECKUN OTEK OueHsb penko
Kpanusauna OueHb penko
Hapymienuss co CTOpOHBI KOXH U - v
N Toxcuueckuit snuaepManbHbiil | O4eHb peaKo
MTOIKOXHBIX TKaHEH
HEKpOIU3
Cunnpom CtuseHca-J>xoHCOHA OueHsb penko

Bo3moxHnoe  oboctperne  yxe | YacToTa Hem3BecTHa
HMEIOILIENCS OCTpPOM CUCTEMHOMU
KpacHOU BOJTYAHKU

Peaktmu  gorouyBcTBHTENBHOCTH | UacTOTa HEeM3BECTHA
(cm. paznen 4.4)

CnasMBbl MBIIIII] YacToTa HenM3BeCTHA

HapylueHus o CTOpOHbI MbIIeuHoH, | MPbIIICUHas crabocTh Yacrora HeusBecTHA

CKEJIETHOU M COCAMHUTENBHON TKAHU | \Myanrus YacToTa HEM3BECTHA

Pabnomuonus YacToTa HEU3BECTHA
Hapymienus co croponsl noudek u | [lodeuHast HEOCTATOYHOCTH OueHs penko
MOYEBBIBOJIAIINX MyTeH
Hapymenus co CTOPOHBI | DpeKTWiIbHAsI TUCHYHKIIHS Heuacto

PenpoayKTUBHON CHCTEMBI u
MOJIOYHBIX JKEJIe3

Yanmuaenne uatepBaia QT na OKI' | YacroTa Hem3BecTHA
(cm. paznmensr 4.5 1 4.4)

IloBeiICHNE KOHIOCHTpaluu YacroTa HEM3BECTHA

TITFOKO3BI B KPOBU (cM. paznen 4.4)
JlaGopaTopHble M HHCTPYMEHTAJIbHEIC

JAHHbBIE [ToBbimeHue KoHIeHTpamy | YacTtora Hen3BecTHA
MOYEBOW KHCJOTHI B KpPOBH (CM.
paznen 4.4)
[oBsieHue aKTUBHOCTH | YacToTa HEeM3BECTHA

CIICYCHOYHBIX» (l)epMeHTOB

B Xoae KIMHUYECKUX UCCIIEI0BaHUM TMIIOKaIueEMUs (KOHLIEHTpalus Kajlus B IUIa3Me KPOBU MEHEe
3,4 MMomb/n) HaOMOAAIach y 25 % manueHToB, a KOHIIEHTPAIKs KaJiis B IJIa3Me KpOBU MeHee 3,2
MMoJIb/11 Habmonanace y 10 % mnanuentoB uepe3 4-6 Henenb mocie Hadana tepanuu. [locnme 12
HeZIeNlb TepaIuy CpeIHee CHUYKEHUE KOHIIEHTPAIMK Kalus B Tu1azme cocTaBisiio 0,41 MMob/i.

COO6IJ_ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOuiath 0 1Mojo3peBacMbIX HEKeIaTeNbHBIX PeakIUsAX MOCJIe PErucTpaluy mnpenapara ¢
[eNbl0  OOECTeueHUs HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHSI  «IIOJb3a —  PHCK»
JIEKapCTBEHHOI0 Mpemnapara. MeaunuHCKUM pabOTHUKaM pPEKOMEHAYeTCsl cooOmarh O JIHOObIX
MOJ03PEBAEMBIX HEKEIATENbHBIX PEAKLUUSIX JIEKAPCTBEHHOrO Mpernapara 4epe3 HalUOHAIbHBIE
CUCTEMBl COOOLICHMSI O HEeXeNaTelbHbIX peakIusiX TocyAapcTB — ujaeHoB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

10
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Poccuiickas @enepanust
denepanbHas ciyk0a Mo Haa30py B cdepe 3apaBooxpanenus (PoczapaBHanzop)
109074, r. Mockaa, CiaBsiHCKas MIIoaab, 10M 4, ctpoenue 1

Tenedon: +7 (800) 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

nnu npri@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTH «MHTepHeT»:
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

WNupanamMu qake B 04eHb BBICOKUX J03aX (10 40 mr, T.€. B 16 pa3 OosbIle TepareBTHUYECKOM J10351)
HE OKa3bIBAE€T TOKCUYECKOI'O JEHCTBUA.

IIpu3Haku OCTPOro OTpPaBJIECHHUs JIEKAPCTBEHHBIM IIpenapaToM B IEPBYIO Oyepelb CBSA3aHbI C
HapyLIEHUEM BOJHO-3JIEKTPOJIUTHOrO OanaHca (TMIOHATPUEMHUs, TUIIOKaIneMus). M3 KImHu4ecKux
CHUMIITOMOB I€PEJO3UPOBKM MOTIYT OTMEYAThCs TOLIHOTA, PBOTA, apTepHajbHas TUIOTEH3u,
CYJIOpOTH, BEPTUTO, COHIUBOCTb, CIIyTAHHOCTb CO3HAHMSI, IOJIMYPUSl WIHA OJUTYPHSI C BO3ZMOKHBIM
NIEPEX0I0M B aHYPHIO (BCIIEICTBUE TUIIOBOJIEMHH).

Jleuenue

MepBI HEOTJI0KHOM IIOMOIIIK CBOJATCA K 6BICTp0My BBIBCACHHIO IIpCIlapaTa M3 OpraHU3Ma:
IMPOMLBIBAHUEC  KCITyAKa W/UId  Ha3HAUCHHE AKTUBHUPOBAHHOTO  YTIJIA C nocJaCaAyrouum
BOCCTAHOBJICHUEM BOJHO-3JICKTPOJIUTHOTO OaiaHca B ClICUaJIM3BUPOBAHHOM OTHACJICHUU.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOCTBA

dapMmakoTepareBTU4YecKas ITpyMnmna: JuypeTHKH; THAa3UI0TOA00HbIE TNYPETHKH; CYIb(OHAMUIBIL.
Kon ATX: CO3BAT1I1.

MexaHu3M OeicTBUS

WHpanamMu OTHOCHUTCST K TIPOM3BOJHBIM Cylb(OHaMUIa C UMHAOJBHBIM KOJBLIOM H IO
(bapMaKoJIOTUYECKUM CBOMCTBaM OJM30K K THA3UIHBIM JUYPETHKAM, KOTOpPbIE HHTUOHPYIOT
peabcopOLnIo0 HOHOB HATPUsl B KOPTUKAIILHOM CETMEHTE METIU HepoHa.

HpI/I OTOM YBCIIMYUBACTCA BBIJCJICHHUC IMOYKaMW HMOHOB HaTpH:A, XJiOpa H, B MEHBIIICH CTCIICHH,
HOHOB KaJIuA U Mar"uus, 4YTo COMPOBOKAACTCA YBCIIMUCHUCM INYPE3a U TUIIOTCH3UBHBIM B(I)(I)CKTOM.

dapmakonmaamMmueckie YOG EKTH

B xnuanueckux wuccnenoBanusx Il u Il ¢da3 mpu wucmonb3oBaHMM HMHIANAMHUAA B PEKUME
MOHOTEpAlMM B JI03aX, HE OKAa3bIBAIOIINX BBIPAXKEHHOTO aUypeThdeckoro sddexra, ObuI
MIPOJIEMOHCTPHUPOBAH 24-4acOBOM TMIIOTEH3UBHEIN d(PPeKT.

AHTUTHUIIEPTEH3UBHAs aKTHUBHOCTh MHJANaMH/Aa CBSi3aHA C YJIYYIIEHHEM 3JaCTHUECKHUX CBOMICTB
KPYIIHBIX apTepuil, YMEHbLICHHEM apTepUONISIPHOTO U OOIIero nepudepuyeckoro cocyIucToro
COIIPOTHBIICHMUSL.

Wupanamu yMeHbIIaeT TUIEPTPOQHIO JICBOTO HKETyI0UKa.
11
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TuasugHele W THA3UAONONOOHBIC IUYPETHKH MpH—oHpeAereHHoH—A03e—A0CTHFaIoT—THIaTo
TepaneBTHUeCKOoro 3(dQexra, B TO BpeMs KaK dYacTora MOOOYHBIX 3(P(HEKTOB MPOAOIIKAET
YBEIMYUBATECS TIPH JAJbHEHWIIEM MOBBINICHWH 036l mpenapara. llostomy He criemyer
YBENIMYMBATH /03y Ipernapara, ecid NpH NPUMEHEHUH PEKOMEHIYEeMOW H03bI HE IOCTHTHYT
TepaneBTHUECKUi Y3 PEKT.

Kimmanueckas 3bdhekTUBHOCTS U 0€30I1aCHOCTD

B xopoTKux, cpegHel AIUTENBHOCTH U JOJTOCPOYHBIX MCCIENOBAHMUAX C YYACTHEM ITALIUEHTOB C
apTepUaNbHON rUrepTeH3uei OblI0 MOKa3aHo, YTO MHIATaAMU/T;:

- HE BIMAACT Ha IIOKa3aTciIn JIMIIUIHOI'O 06M€Ha, B TOM 4YHCJIC Ha YPOBCHb TPHUITIMLCPHUOAOB,
XOJISCTCPpHUHA, JIMIIOIIPOTCUHOB HHU3KOM INIOTHOCTH U JIMIIOIIPOTCHUHOB BBICOKOH IIJIOTHOCTH,

- He BJIMAET Ha MMOKa3aTeji oOMeHa YIJII€BOJOB, B TOM YHCJIC Y MMAIIMEHTOB C CaXxapHbBIM I[I/Ia6CTOM.

5.2. apmakoknHeTHYECKHeE CBOIiCTBA

AOGcopOumst

buonocrynnocts nnnanamuna — 93 %.

MaxkcuManbHOU KOHIIEHTpaluu B 1ia3me KpoBu (Tmax) Mpenapat mocturaet yepes 1-2 yaca mocie
MepOpaIbLHOTO IpHeMa OJJHOKPATHOM 1036l 2,5 MT.

Pacnpenenenue

Oxono 75 % mnpenapara cBsi3bIBaeTCcsl ¢ Oenkamu Iula3mMbl KpoBu. Ilepuon mnosyBbIBeneHUS
npenapara cocrasisier 14-24 gaca (B cpennem 18 gacoB).

[Ipu peryisipaoM mpueme Iperapara paBHOBECHAs KOHLIEHTpauus WHAANaMuJla B IUIA3ME KPOBU
yBeNIU4YUBaeTcs (IO CpaBHEHHMIO C OJHOKpAaTHBIM TpueMoM). Bmecte ¢ Tem, AOCTHUTHYTOE
PABHOBECHOE COCTOSTHUE COXPAHSETCS B TEUEHHUE JUIMTEIBHOTO NEPUOAAa BPEMEHH, CBUAETEIbCTBYS
O TOM, 4YTO ITOBTOPHBIM NpPHEM IIpenapara HE COMPOBOXKAACTCS HAKOIUICHMEM HWHJIANaMHuIa B
OpraHu3Me.

ONIMMUHALIMSA

NunanamMu BBIBOAUTCS B BUJE HEAKTUBHBIX META0OJUTOB B OCHOBHOM ¢ mouoi (60-80 % ot
BBEJICHHOM JTO3bI).

He 6omnee 5 % wnaanamua BEIBOAUTCS U3 OpraHU3Ma ¢ MOYOW B HEM3MEHHOM BHUJIE.

VY namueHTOB ¢ MOYEYHOM HEIOCTAaTOYHOCTHIO (I)apMaKOKI/IHeTI/I‘IGCKI/IC CBOIMCTBa MHIaNaMuaa He
U3MCHAIOTCA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JlakTo3B1 MOHOTHAPAT

Henmono3a Mukpokpuctaimandeckas (tum 102)
Kpaxman KyKypy3HBbIii

Maruus creapat

[HoBunon K-25

Tanwpk
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Bcnomocamenvuvle sewyecmea ons 06010uKku mabiemkit:
I'mnpomennosa

[Tonucop6at 80

Turana auoxcun (E171)

KactopoBoe macio

Tanbk

Maxkporoa 4000

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpoOK XpaHeHus1)

3 roxa.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH IPH XPAHEHHUH
XpaHuTb npu Temieparype He Boiie 25 °C.

6.5. XapakTep u conep:xkaHue NePBUYHON YIAKOBKHU

ITo 10 TabneTok B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY U3 IUICHKH MOJMBUHUIXJIOPUAHON U (HOJIBIU
ATIOMUHHEBOM NI€YaTHOM JJAaKUPOBAHHOM.

1,2, 3,4, 5 KOHTYpHBIX STYEHKOBBIX YIIAaKOBOK BMECTE C JIMCTKOM-BKJIAbIIIEM MOMELIAIOT B MaUKy
13 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara uid 0TX00B, MOJYYeHHBIX MOC/I€e IPUMEHEHHS JTeKAPCTBEHHOT0
npenapara u Apyrue MAaHUMYJIAIUM C PenapaToM

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccuiickas @enepanus,

OBIIIECTBO C OI'PAHMYEHHOI OTBETCTBEHHOCTBIO «IIPAHA®APM» (00O
«ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81
Tein. (846) 334-52-32, 207-12-61
daxc (846) 335-15-61, 207-41-62

e-mail; info@pranapharm.ru

7.1. IIpeacraBuTeNb AEpPAKATE/ISI PETHCTPALMOHHOIO YA10CTOBEPEeHHUS!

IIperen3un morpedbUTENE HAIPABILIIOT O aIPECY:

Poccuiickas @enepanus,
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OBIIECTBO C OTI'PAHMYEHHOU OTBETCHBEHHOETHIO—«HPAHAGAPM»—(OOO

«ITPAHADAPM»)

443068, r. Camapa, yi. HoBo-Canosas, nom 106, kopnyc 81
Ten. (846) 334-52-32, 207-12-61

dbakc (846) 335-15-61, 207-41-62

e-mail; info@pranapharm.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

HeKapCTBeHHBIﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa I10 PCLCIITY.

OO6mas xapakTepucTuka Jexkapcrerroro npenapata MHJIAITAMU]JL nocTymnHa B €IMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro 3KOHOMHMYECKOTO COK3a U Ha
o(umanbHOM caifTe yrnmosHoMO4YeHHOTo opraHa https:/Ik.regmed.ru/Register/EAEU_SmPC
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