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OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPEITAPATA “70<)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Nunanamun @apmacuaTes, 2,5 Mr, TaOJIETKH, TOKPBITHIE TUICHOYHOH 000JI0YKOH.

2. KAUECTBEHHBIN U KOJJUMYECTBEHHbBIA COCTAB

JelcTBytoliee BENIECTBO: HHAATIAMHU/I.

Kaxxnas Tabnerka, mOKpbITas INIEHOYHOM 000JI0UKOM, COACPKUT 2,5 MI' HHIallaMU1a.
BcenomoratenbHble BeleCcTBa, HATMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTUJIpaT (cM. pazaens 4.3, 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.

Kpyribie 1BOSKOBBITYKIIbIE I1aIKKE TaOJIETKU, HOKPHIThIE INIEHOYHON 000JI0YKOH, OT O6€10r0 10
HOYTH Oeoro 1BeTa.

Ha IIOIICPCYHOM Pa3pe3€ AAPO TaOJIETKH OT OEI0T0 J0 IIOYTH 0ejoro OBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. IToxka3zaHusi K NPUMEHEHUIO

ITpenapar Mupganamuy ®dapmacuHTe3 IMOKa3aH A JICYEHUs apTEPUAIBHON TMIEPTEH3UU Y
B3pOCIIBIX.

4.2. Pexxum 103MpoBaHus U c1IOCO0 MPUMEHEHUs!

PexxuM 103upOBaHus

[To 1 Ttabmerke 1 pa3 B CyTKH, NpPEANOUYTUTENHHO yTpoM. [Ipu nedeHMHM NaIMEHTOB C
apTepuaTbHOM TUIIEPTEH3UEH /1032 Mpenapara He JOJKHA MPEBBIATh 2,5 MI/CyTKH (yBeTUYCHUE
pHYCKa HeXeNaTeIbHbIX peakinii 0e3 yCUiIeH!s aHTUTUTIEPTEH3UBHOTO d(PdeKTa).

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmuor noxcunozo 6ospacma

VY HOXHUITBIX MalUEHTOB CJICAYET KOHTPOJIUPOBATE COACPKAHMUEC KPCAaTUHUHA B IJIa3ME€ KPOBH C
Y4E€TOM BO3pacTa, Macchl Tena u nona. JlekapcrBennslii npenapat MHpanamuny @apmacuHTes
MOXKHO Ha3HauyaTh IOKWIBIM MAaIMeHTaM C HOPMaJbHOW (YHKIHEH IMOYeK MM TOJNBKO C
MUHHUMAJIbHBIMU €€ HapYyILIECHUSIMM.

Tayuenmul ¢ napywenuem ynKyuu novex
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[IpruMmeHeHre TpOTUBOIIOKA3aHO MAIMEHTaM C THXKEI0M %';'MEQQQGIMG&L% '?EJQPBCHC

kpearnHuHa MeHee 30 mu/MuH). THasuaAHbIE M THA3HIONOA00HBIC TUYPETHKH B IMOJIHOW Mepe
3¢ (hEeKTUBHBI TOJIBKO Yy MAlMEHTOB C HOPMAIBHOW (PYHKIMEH MOYEK WM MUHUMAIBHBIMU €€
HapyLICHUSIMHU.
Tayuenmsi ¢ HapyweHnuem ynKyuu neveHu
[TpuMeHeHre TPOTUBONOKA3aHO MAMEHTAM C TSDKEJION IeYEHOYHONW HE0CTaTOYHOCTBIO.

eTH
be3onacHocts ¥ 3 dEKTUBHOCT, MPUMEHEHHS WHJANaMUAa Yy JeTeil U MOAPOCTKOB HE
yCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

BryTps.

4.3. IIpoTHUBONMOKA3AHHS

e ['unepuyyBCTBUTENBHOCTh K  JCHCTBYIOLIEMY  BEIIECTBY, JAPYTUM  IPOU3BOJIHBIM
cynpoHamMHua WM K JIFOOOMY M3 BCIOMOTaTEIbHBIX BEIECTB IMpenapara, yKa3aHHBIX B
pazaene 6.1.

o Tspkemas modeyHast HEIOCTATOYHOCTH (KJIIMPEHC KpeaTHHUHA MeHee 30 MJI/MHH).

o [leuenounast sHIIE(ATONATHS UM TSHKEI0E HApyIIeHHE (YyHKIIMN TICUYSHH.

e ['unoxanuemus.

e [lamMeHThl ¢ HENEpPEeHOCHMOCTBIO TallaKTO3bl, IOJHOW JIAKTa3HOM HEIO0CTaTOYHOCTBIO,
TJIFOK030-TAIaKTO3HON MallbaOCopOLHeH.

e bBepemeHHOCTH (cM. paszen 4.6).

e Jlerckuii Bo3pact 1o 18 ner.

KomMOuHanmu ¢ npenapatamu JIUTUSI HE PEKOMEHIYIOTCS K MPUMEHEHHIO (cM. pasnen 4.5).

4.4. OcoOble yKka3aHUs ¥ Mepbl NPEI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

Hapymenust pyHKIMM 1e4eHn U MOYeK JIETKOW MIIM YMEPEHHOH CTENEHU TSHKECTH, HapylIeHUs
BOJIHO-3JIEKTPOJIMTHOTO OajlaHca, MPUMEHEHHUE Y MAallMEeHTOB C yBeJMYeHHBIM HHTEpBasioM QT Ha
anekTpokapauorpamme (OKI), mpuMeHeHWe y WCTOUIEHHBIX MAI[MEHTOB, Y MAlUEHTOB,
MOJIYYaroLUX OJHOBPEMEHHYIO TEPAIMIO C IIperapaTaMu, KOTOPbIE MOTYT YBEJIMUYUBATh NHTEPBA
QT, coueranHas Tepamnusi JeKapCTBEHHBIMHE ITpeTapaTaMu, CIOCOOHBIMHU BBI3BAThH TOJTMMOP(HHYTO
JKEITYJIOYKOBYK) TAaXHMKapJIWIO THIA «IIHPYIT», MpernaparaMyd JIUTHS, JEKapCTBEHHBIMU
npenapaTtamMi, CIHOCOOHBIMH BBI3BIBaTh T'HUIIOKAIMEMHUIO WJINM CEpACYHBIMH TJIMKO3UIAMU (CM.
pazznen 4.5), nepudeprudeckre OTeKH WM acIMT, UIIeMUYecKas OoJie3Hb cepila, cepieuHast
HEJ0CTaTOYHOCTh, TUIIEpPIapaTUPE03, CaXapHbli 1Ua0eT, TUIEPypPUKEMHUS] U ITo1arpa.

Oco0ble yKa3auus
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[Tpu Ha3HAYEHUU THUA3HIHBIX U TUA3HUOMOJAOOHBIX JUYPETHKOB Yy MAIIMEHTOB C HAPYIICHUSIMH
(GYHKINU TI€YeHH, OCOOCHHO B Cllyyae HapyIIEHHs BOJHO-3JIEKTPOIUTHOTO OajlaHca, BO3MOXKHO
pa3BUTHE TEYCHOYHOM HIIe(aIonaTuu, KOTopasi MOKET MPOTrPECCUPOBAThH J0 MEYEHOYHOM KOMBI.
B sToM ciyuyae npuem 1UypeTHUKOB CIeAyeT HEMEIJIEHHO IPEKPATUTb.

Peaxyuu pomouyscmeumenvnocmu

Coo0mranock 0 cinydasx pa3BUTHS peakiuii (POTOTYBCTBUTEIHLHOCTH Ha (DOHE MpHeMa THAZUTHBIX
U THAa3UAONOJAOOHBIX JUYpeTHKOB (cM. paszmen 4.8). B ciaydae pa3BuTUA —peakiuil
¢dboTouyBCTBUTENBHOCTH Ha (OHE TMpuemMa JIEKapCTBEHHOIO Ipernapara pPeKOMEH]yeTCs
IPEeKpaTuTh JieueHue. Eciu NOBTOpHOE Ha3HAa4YeHHE AMYpETHKA IPU3HAHO HEOOXOIUMBIM,
pEeKOMEHAyeTCsl 3allMIIaTh OTKPBITBIE YYaCTKU OT COJIHEYHBIX JIy4Yell MM HMCKYCCTBEHHBIX
ybTpaduoIeTOBBIX Tyuel Tuma A.

Cooepoicanue nampust

Nupnamamun dapmacunTtes, 2,5 Mr, TaONEeTKH, MOKPHITHIC IUICHOYHOW O0OJIOYKOW, COICPKUT
MeHee, ueM 1 Mmmounb HaTpus (23 mr) B 1 Tabnerke, TO €CTh, 110 CYTH, HE COJIEPIKUT HATPUH.

Mepbl IpeJOCTOPOKHOCTH PU NPUMEHEHHUH

Boono-snexkmponumuwiii 6aranc

Codepofcanue UOHO6 Hampus 6 niasme Kpoesu

Jlo Hauana jneyeHuss He0OXOAMMO ONPEEIUTh KOHIIEHTPAIIMIO HOHOB HAaTpHsl B T1a3Me Kposu. Ha
¢doHe mpuema mpemnapara cieiyeT perysipHO KOHTPOJIUpPOBaTh ITOT Mokazatenb. HeoOxomaum
MIOCTOSIHHBIA KOHTPOJIb KOHLEHTPALlMM HOHOB HATpuUs, TaK KaK IEPBOHAYAIBHO CHHYKEHUE
KOHIIEHTPAllud MOHOB HATpHs B IUIa3ME KPOBU MOXKET ObITh OeccuMNTOMHBIM. bojee wacTblit
KOHTpPOJIb KOHUEHTpPAllMd MOHOB HATpHsl MOKa3aH MallMeHTaM C LUPPO30M NEYEHU M JIHIaM
MOKUJIOTO Bo3pacTa (cM. pazaensl 4.8 u 4.9).

JIro6oil nuypeTHuecKuil mpenapaTr MOXKET BbI3bIBATh 'MIIOHATPHEMHUIO, IPUBOAALIYI0O MHOTAA K
KpaiiHe TSKEJIbIM IOCIIEACTBUSIM.

['unonatpueMuss B COYETAaHUU C TUNOBOJEMHEH MOTYT OBITh MPUYMHON OOE3BOKHBAHUS U
OpPTOCTaTUYECKOW TMIIOTEH3HH.

ConyTcTByIOIIEE CHUKEHUE KOHLIEHTPAMA MOHOB XJIOpa B IIa3M€ KPOBH MOXKET MPUBOJIUTH K
BTOPUYHOMY KOMIIEHCATOPHOMY METAa0OJMYECKOMY alKalo3y: 4acToTa pa3BUTUS U CTENEHb
BBIPAXEHHOCTH 3TOr0 3P deKTa HeZHAYNTEIbHBI.

CodemfcaHue UOHO6 KAJUA 6 njidsme Kposu

HpI/I TCpalliu TUAa3UIHbIMH U TI/Ia3I/I)101'IOI[06HLIMI/I ANYpPCTUKAMU OCHOBHOMH PHUCK 3aKIIIOYACTCA B
CHM)XCHHUH KOHICHTpAlWKU KaJIud B IJIa3ME KPOBU U PASBUTHU THIIOKAJTIUCMHUH. I'nmokanmuemus

MOJKET BBI3bIBaTh MbIIIEUHbIE HapylIeHus. Coo0Ianock o ciayyasx paboMUoIN3a, B OCHOBHOM
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

MMOJIB/JI) y TAUMEHTOB TPYMIbl TOBBIIICHHOTO PHCKA: MAIMEHTOB IOXHJIOTO0 BO3pacTa,
UCTOIIEHHBIX /WM TMOJYYalOIUX COYETAHHYI0 MEIMKAMEHTO3HYIO TEpaIuio, MAI[eHTOB C
LUPPO30M IM€YEHH, NepUPEepUYecCKUMU OTEKaMH M acCLUTOM, IAIMEHTOB C HIIEMHUYECKOH
00JIe3HbIO CepAlla U CEepACYHOM HEeNOCTaTOYHOCThIO. ['MIOKamMeMus y 53TUX [alUEHTOB
YCUJIMBAET KApAUOTOKCUYHOCTD CEPACUHBIX ITIMKO3U/IOB U ITOBBIIIAECT PUCK PA3BUTHUSA aPUTMUU.
[Tatentsl c yBenmuueHHBIM wHHTepBaJoM QT, Kak BpOXKIECHHBIM, TaK H BbI3BAaHHBIM
JIEKapCTBEHHBIMU IIpenapaTaMu, OTHOCSTCS K IPYIIIE PUCKa.

['nnokanuemusi, TaKxe, Kak U OpaauKkapaus, sIBJISETCS COCTOSHUEM, CIIOCOOCTBYIOIIMM Pa3BUTHUIO
TSDKEJIOW apUTMHM, B YaCTHOCTH, MOJMMOP(GHON KEITyJA0YKOBOM TaXWKaApAUU THIA «ITHPYIT»,
KOTOPAasi MOKET IPUBOAUTH K JIETAIBHOMY UCXOLY.

Bo Bcex omucaHHBIX BBIIIE CIy4asX HEOOXOAMMO KOHTPOJIMPOBATh KOHLEHTPALMIO Kajaus B
I1a3Me KpoBu Oojee yacTo, yeM oOblyHO. [lepBoe M3MepeHHe KOHLEHTpallud MOHOB Kalus B
KPOBH HEOOXOIMMO IIPOBECTH B TEUCHHE TIEPBOM HEACTH OT Havaja JCUCHHUS.

BrisiBnennas runokanuemusi Tpedyer Koppekiuu. ['unokanneMusi, BbISIBICHHAs] B COUYETaHUM C
HU3KOI KOHIIEHTpalueil MarHus B CbIBOPOTKE KPOBU, MOXKET OBbITh YCTOWYMBOM K JICUEHUIO, [TOKA
He OyJIeT CKOPPEKTHUPOBaH YPOBEHb MarHusi B CHIBOPOTKE KPOBHU.

Codepofcanue MACHUA 6 Niasme Kpoeu

beiio moxaszaHo, YTO THA3WIHBIE W THUA3UIONOJOOHBIE NUYPETHKH, BKIIOUYas WHIAANaAMUJ,
YBEJIMYUBAIOT SKCKPELHMI0O MarHus ¢ MOYOH, YTO MOXET MPHUBECTH K THIIOMarHUeMHUH (CM.
pazznensl 4.5 u 4.8).

CodepofcaHue Kdlvbyus 6 niasme Kpoeu

TuaszuaHeie U THA3UAONOAOOHBIE JUYPETUKH MOTYT YMEHBIIIATh BBIBEJICHNE KAJIBIIUS TTOYKAMHU U
MPUBOAUTH K HE3HAUUTEIIbHOMY U BPEMEHHOMY IOBBIIIEHUIO KOHIEHTPAIMU KalbIUs B IJIa3Me
KpoBH. VICTHHHAs TUMEpKAIbIUEMHUs MOXKET OBITh CIEICTBUEM paHee HE TUAarHOCTUPOBAHHOTO
TUIIepIapaTupeosa.

Crenyer mpekpaTuTh MpUEM JUYPETUUYECKUX TpernapaTroB TMepea uccieqoBaHueM (YHKIIUH
MapaiuTOBUIHBIX JKEJe3.

Cooeporcanue 2noko3vl 8 niasme Kposu

BaxxHO KOHTPOJIIMPOBATH KOHIIEHTPAIMIO TIIOKO3bI B KPOBH Yy MAIIMEHTOB C CaXapHBIM IHa0ETOM,
0COOEHHO TIPH HAJTMYUH TUITOKATMEMHUH.

Mouesas kucnoma

V nanueHToB ¢ THIEPYPUKEMHEN MOKET YBEIMUUBATHCS PUCK PAa3BUTHSI MPUCTYIIOB MOAArPHI.
Huypemuueckue npenapamet u yHKyus novex

TuazuaHble 1 THA3UIONIOA00HBIE TNYPETUKH 3P (HEKTUBHBI B ITOJIHOIM Mepe TOJIBKO y MAallUEeHTOB C
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HOPMaJIbHOW HWJIM HE3HAUWTEIbHO HApYIIECHHOI] (bVHKHII-/BIL/’;I ﬁo@?@oﬂﬁyﬁ'&ﬁfﬂ%%ﬁ'&ﬁa B

I1a3Me KpPOBU Y B3POCIHBIX JIHIl HUXkE 25 Mr/m win 220 MKMOJB/T). Y MallMeHTOB MOKHIIOTO
BO3pacTa HOPMaJIbHBIN YPOBEHb KPEaTUHHHA B IJIa3Me KPOBU PACCUUTHIBAIOT C YYETOM BO3PACTa,
Macchl TeJla U 1moJja.

Cnenyer y4yuThIBaTh, YTO B Haudaje JICUCHUS y MALMEHTOB MOXET HAONIOAATbCS CHUKEHHE
CKOpOCTH KITyOOUKOBOW (PUIBTpAINH, 00YCIOBIEHHOE TUTIOBOJIEMHEH, KOTOpasi, B CBOIO OYEpe/Ib,
BbI3BaHA TIOTEPEH BOJBI MU MOHOB HATpus Ha (OHE MpHeMa JUYPETHUECKHX mpemnaparoB. Kak
CIIEJICTBUE, B IIa3ME€ KPOBU MOKET YBEIMUYMBATHCA KOHIICHTpAILUs MOYEBUHBI U KpeaTHHUHA.
Takas TpaHsuTopHas (pyHKUIHMOHAJIbHAsI MOYE€YHAs HEAOCTATOYHOCTh HE MMEET KIMHHUYECKOTO
3HAUEHUsl y TAIMEHTOB C HOPMAJIBHON (YHKIMEH MOYEK, OJHAKO MOXKET YCyTyOlsiTh YKe
MMEBIIYIOCS JI0 HavaJia JICUCHUs TOYEYHYI0 HEOCTATOYHOCTb.

Cnopmcmenvl

CnoprcMmenaMm cienyeT oOpaTUTh BHUMaHHE Ha TO, YTO JIEHCTBYIOIIEE BEIIECTBO, BXOSIIEE B
COCTaB JIEKapCTBEHHOTO Mpenapara Munaanamug @apmacuHTe3, MOKET JAaBATh MOJIOKUTEIbHBIN
pe3yabTaT IpH MPOBEICHUHN JOIMUHT-KOHTPOJIA.

XopuouoanvHulii 8b1nom, ocmpas MUORUS U 8MOPUYHASL 3AKPLIMOY20IbHASL 2LAYKOMA
CynbpoHaMuapl WIM HMX M[POU3BOJAHBIE MOTYT BBI3BIBATH HAMOCHHKPA3UYECKYIO pEAKIIHIO,
MPHUBOJANIYI0O K PAa3BUTHIO XOPHOUIAIBLHOTO BBHINOTA C Je(HEKTOM TOJIS 3PEHUs, MPEXOIAIICi
MHUONIUU M OCTPOM 3aKPBITOYTOJbHON TriayKoMmbl. CHMIITOMBI BKJIIOYAIOT CHIDKEHHE OCTPOTHI
3peHus UK OOJIb B IJ1a3aX C OCTPHIM HAYAIOM U OOBIYHO BOSHUKAIOT B TEUEHHE HECKOIBKUX YaCOB
WJIM HeJlelb MI0CIIe Havaja npuemMa rnpemnapara.

[Ipu oTCyTCTBHM JIeUue€HHUs OCTpasi 3aKPHITOYTOJIbHAS TJIAyKOMa MOXET MIPUBECTH K HEOOpaTUMOi
notepe 3penns. HauanpHas Tepamnus 3aKr04aeTcsl B MAKCUMAJIBHO OBICTPOI OTMEHE Tpernapara.
Ecnu BHyTpurnazHoe [aBJ€HHE OCTAaeTCS HEKOHTPOIUPYEMBIM, MOXET MOTpeOoBaThCs
HEOTJIOKHOE MEIMKAMEHTO3HOE€ JICUEHHE WM XHPYPrUYeCcKOoe BMENIaTeabCcTBO. dDakrtopamu
pHYCKa pa3BUTHUS OCTPOU 3aKPBITOYTOJIBHOM TJIAYKOMBI MOTYT OBITh aJUIEPrUYECKHE PEaKIMKi Ha
CyJb(OHAMUIBI WU TICHUIIMJINH B aHAMHE3E.

BcnomoraTensHbI€ BellecTBa

[Ipenapar Munanamua ®dapmacuHTE3 COAEPKUT JaKTO3bl MOHOruzapar. Ilanuentam ¢ penko
BCTPEUAIONIEHCS HACIEICTBEHHOW HEMEPEHOCHUMOCTBhIO TalaKTO3bl, TMOJHOM JIAKTa3HOU
HEJI0OCTAaTOYHOCTHIO HJIM TIIOKO30-TaJaKTO3HOW MalibabcopOnue He ciaeayeT MPHUHUMATh dTOT
npenapar.

4.5. B3auMmojeiicTBHMe ¢ JAPYrHMH JIEKAPCTBEHHBIMM MpenapataMu H Jpyrue BHUIbI
B3auMoOAelcTBHS

KOM6I/IHaIII/IH, HE PEKOMCEHIAYEMBIC K IPUMEHCHHIO
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IIpenapamol numus
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IIpy OnHOBpPEMEHHOM IPUMEHEHMM HHJAAllaMUJa U IpPEenapaTroB JUTHs, TakXKe, KaK U IpU
coOuo/IeHnH 0ecCcoJIeBON TUETHI, MOXKET HaOJI0NaThCsl MOBBIIMICHUE KOHIICHTPALUHU JIUTUS B
IiasMe KpPOBH BCJEICTBUE CHUKECHHS €ro HSKCKpPELUHU, COMPOBOXNKAAIOIIEECS MOSBICHUEM
MPU3HAKOB TMepeAo3upoBKU. [Ipu HEoOXOaUMOCTH AUypeTHYEecKHe Mpenapatbhl MOTYT OBITh
UCIOJIb30BaHbl B COYETAaHWM C I[IpenaparaMu JIMTHUs, IpPU 3TOM CIELYET TUIATEJIbHO
KOHTPOJMPOBATh KOHIIGHTPALUIO JIUTHUS B IUIa3ME€ KPOBH M COOTBETCTBYIOIIMM 00pazom
noaoupath 103y Impernapara.

KOM6I/IHaHI/II/I, T]Z)C6VIOH.[I/I€ OpeaoCTOPOXKHOCTHU

Jlexapcmeennvie npenapamul, CHOCOOHbIE BbI36AMb NOJUMOPPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO
MUNAa «NUPYyI3my», 6KI0YAs, HO He 02PAHUYUBASACD

® AHTHAPUTMUYECKHE JIGKAPCTBEHHBbIC TIpenapathl [A kiacca (Hampumep, XWHHJIUH,
TUAPOXUHUANH, Tu3onmupamMu, npokanHamun) u 1C kinacca (prekanauy),

e aAHTHApPUTMHUYECKHE JIeKapcTBeHHbIe mnpemaparbl Il kiacca (Hampumep, amMHOJapOH,
coTaoi, 10QeTUINI, HOYTHIINI, OPETHIIUS TO3HUIIAT, JPOHEAAPOH);

® HCHPOJICITUKH:

— (QeHOTHA3WHBI  (HampuUMep, XJIOPIPOMA3WH, IMAMEMas3WH, JIEBOMEIPOMAa3uH,
THOPHIa3uH, TprdIyonepasut, Gaydenasun);

— OeH3aMu Ibl (HalIpUMep, aMUCYJIBIPHUL, CYIbTONPHUI, CYJIbIUPHI, THATIPH/L);

— OytupodeHOHBI (Hanpumep, IpOonepua0Jl, TaTonepuaon);

— Jpyrve HeWpOJIeNTHKU (HalpuMep, MTUMO3H]I, CEPTUHIION);

® AHTHUJCTIPECCAHTHI: TPHUIMKINYECKHE AaHTUACTIPECCAHTHI, CEJIEKTUBHBIE WHTHOUTOPHI
00paTHOTO 3aXBaTa CEPOTOHMHA (I[UTAIONPAM, ICIIUTAIONPAM);

e aHTHOAKTEpHAIbHBIC CpeACTBA: (TOPXUHOIOHBI (JIeBOGIOKCAIIMH, MOKCH(IOKCAIMH,
criapdokcalyH, OUIPOMIOKCAINH); MaKpOIHIbl (IPUTPOMHUIIMH TPH BHYTPUBCHHOM
BBCJCHUH, Aa3WTPOMHIIMH, KJIAPUTPOMHUIIMH, POKCHUTPOMHUIIMH, CIHUPAMHIIMH), KO-
TPUMOKCA301J;

® TPOTHBOIPUOKOBBIE CPEICTBA psifia a30JI0B (BOPUKOHA30J, UTPAKOHA30J, KETOKOHA30JI,
dirykoHazomn);

® [IPOTUBOMANSPUHHBIC CpelcTBa (XMHHMH, XJIOPOXHWH, Me(IOXUH, Talo(aHTpuH,
JTyMehaHTPHH);

® aHTHAHTHHAJIBHBIC CPENICTBA (PaHOJIA3WH, OCTIPUINN);

® [IPOTHMBOOIMYXOJEBBbIE TMpenaparbl W HMMYHOMOAYJSITOPBl (BaHIAETaHHO, MBIIIbIKA

TPUOKCHU][, OKCAJIUIIJIATUH, TAKPOJIIUMYC, aHanCJII/IIl);
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® CpeiacTBa, BIUSIONME HA MOTOPUKY KEIyJIOYHO-KUIIEYHOTO TpakTa (LM3ampuf,
JIOMIIEPHJIOH );
® AHTUTHCTaMHUHHBIE CpelicTBa (acTeMu30J, TepdheHa nH, MU30IACTHH);
® [IpoYHE AaKTHBHBIC BEIIECTBA: HANpPHUMEp, MEHTAMUAWH, AU(PEMaHW], BUHKAMHUH IpH
BHYTPUBEHHOM BBEJCHHH, Ba30NPECCHH, TEPIUIPECCUH, KETaHCepUH, MPoOyKo,
npornodod, ceBodaypaH, TEPOJWINH, IIUIOCTa30]1, METaJOH, aCTEMH30J1, TephEHATHH.
[ToBbIIeHNE prCKa PA3BUTHS KETYJOUKOBBIX apUTMHIA, 0COOCHHO OIMMOP(HOM HKETyA0UKOBOM
TaXWKapAUU THIIA KTUPYIT» ((HAKTOp PUCKA — THITOKATUEMHS).
[lepen Ha3HaueHMEM KOMOMHHPOBAHHOW TepanmuM HHAANAMUAOM M YKAa3aHHBIMU BBIIIE
npenaparaMu CJIeIyeT MPOBECTU HCCIEAOBAHUE C IIE€JIbIO BBISBJICHUS TUIIOKAJUEMUU U TIPU
HEOOXOMMOCTH TMPOBECTH KOppekuuioo. HeoOXoauM KOHTPOJIb KIMHHUYECKOTO COCTOSHUS
HalUeHTa, KOHTPOJIb YPOBHS AJIEKTPOJIUTOB IJIa3Mbl KpoBHU, Nokazarenei DKI .
Y mnanueHToB ¢ THUNOKaTMeMUEl HEoO0XOAMMO MPHUMEHSTh Mpenaparbl, HE BHI3BIBAIOIINE
NOJUMOP(HYIO KENyT0YKOBYIO TAXUKAPIUIO THIIA KITUPYITH.
Hecmepouonvle npomusosocnanumensvHule npenapamsl (npu CUCMEMHOM HA3HAYEHUU), BKII0YAsL
ceneKkmusHvle uHeubumopwl yukiooxkcueenasvl-2 (L{OI-2), evicokue 003bl ayemuicaiuyuiosou
Kuciomol (> 3 2/cymxu)
B03MOXHO CHM)KEHHE aHTUTUIIEPTEH3UBHOTO JENCTBUS MHAAIaAMUA.
VY 00e3BOKEHHBIX MAIlMEHTOB CYIIECTBYET PUCK PAa3BUTHUS OCTPOM MOUYEUYHOM HEAOCTATOUHOCTH
BCJIE/ICTBUE CHIKEHUS KIIyOOuKOoBOM ¢uibTpanuu. [lanuentam HE0OXOAMMO KOMIIEHCHPOBAThH
MOTEPIO XKUIKOCTH U B HayaJle JICUEHUS TIIATEIbHO KOHTPOJINPOBATh (DYHKIIUIO MTOYEK.
Hneubumopul aneuomensun-npespawaowe2o gepmernma (AIID)
Haznauenne nnrnoutropoB AII® namueHTam ¢ M3HAYAIBHO CHWKEHHOW KOHIICHTpAIMel HOHOB
HaTpHUs B KPOBU COIPOBOXKJIACTCSI PUCKOM BHE3AITHOM apTepHalIbHOM TMIIOTEH3UU U/UITU OCTPOM
MOYEYHON HEJOCTATOYHOCTH (B YACTHOCTH, NMAallHEHTaM CO CTEHO30M IMIOYEUHOH apTepHH).
[Tauentam ¢ apmepuanvHou eunepmeHn3ueti W BO3MOXKHO CHW)KCHHOM, BCIIEJCTBUE
IIPEIUIECTBYIOLETO NPUEMA AMYPETHKOB, KOHILIEHTpPAllMEW HOHOB HATpUs B IIa3M€ KpPOBH
HE00XO0UMO:

e 3a 3 nHg 10 Havana jedyeHus uHruouropom AIID npekpatutrh npueM auypeTuka. B
JaNbHEWIeM, NMPH HEOOXOAUMOCTH, MPUEM HEKAIUKHCOeperaronero IuypeTuka MOKHO
BO300HOBUTB;

® WM HAuyMHATH Tepamuio uHruouropom AIlD ¢ HUBKHX /103, C TMOCIEAYIOUIMM
MOCTETNIEHHBIM YBEJTMUYEHUEM JI03bI B CIIydae HEOOXOAUMOCTH.

[Ipu xponuueckoii cepoeunoii nedocmamounocmu nedeHue uHruoutopamu AIlD crnemyer
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HEKaINHCOeperaronero JNypeTnKa.

Bo 6cex ciyuasx B mepBble Helenu npueMa MHrHOUTOpoB AIID y mamueHToB HEOOXOIUMO
KOHTPOJHMPOBATh ()YHKIIHIO MTOYEK (KOHIIEHTPAIMIO KpEaTHHUHA B IJIa3Me KPOBH).

Hpyeue npenapamei, CcnocoOHvle 6bI3LIBAMb SUNOKAIUEMU). am¢pomepuyun B (014
BHYMPUBEHHO20 66€0€HUs), 2I0KO- U MUHEPATOKOPMUKOUObL (NPU CUCMEMHOM NPUMEHEHUU,),
mempaxko3axmuo, ciabumenbHwle cpeocmed, CIMUMYIUPYIouue MOMOPUKY KUUEYHUKA
YBenuueHue prucKa pa3BUTHS TUITOKATMEMUH (aAUTUBHBIN 2P dEKT).

Heo0xo1uM MOCTOSTHHBIN KOHTPOJIb KOHIICHTPAIIUH KaJIUs B IJ1a3Me KPOBH, TIPU HEOOXOIUMOCTH
— ee koppekuus. Ocoboe BHUMaHUE CIEAYET YACIATh MalueHTaM, OJHOBPEMEHHO MOJTyYaroIuM
cepAcyHble TIIMKO3UABl. PEKOMEHIyeTCcsi UCIONb30BaTh CIAOUTENbHBIE CpPEACTBA, HE
CTHUMYJIUPYIOIIHE MOTOPUKY KHIIICUHUKA.

baknoghen

OTmeuaercst yCUIIEHHE aHTUTUTIEPTEH3UBHOTO I deKTa.

[TarimenTamM HEOOXOAMMO KOMIIEHCHPOBAThH MOTEPIO JKUAKOCTH U B HAa4alle JICYEHUS THIATEIBHO
KOHTPOJMPOBATh ()YHKIIHIO ITOYEK.

Cepoeunvie 2nuko3uobvl

['mnokanueMust W/WIM TUIOMAarHWeMHUs MOXET CIPOBOLMPOBATH YCHIIEHHE TOKCHYECKHX
3¢ (PEKTOB cepIeUHBIX TJIMKO3UIOB.

[Ipy ogHOBpeMEHHOM TMPUMEHEHHHM WHJANaMHAa W CEPICYHBIX TJIMKO3UAOB CJIEIyeT
KOHTPOJIMPOBATh KOHIIEHTPALIMIO Kallus M MarHus B Iia3Me kpoBu, mokazatenu OKI', u, npu
HEOOXOIMMOCTH, KOPPEKTHUPOBATH TEPATTHIO.

KoMOuHatmu, tpedviomme 0codoro BHUMaHU

Annonypunon
CoBMecTHOE NPUMEHEHHE C HHIANaMHIOM MOXET IIOBBIIIATh PUCK PAa3BUTUS pPEaKLMU
TUIEPYYBCTBUTEIBLHOCTH IIPU JICUEHUH AJIJIONYPUHOJIOM.

KoMmOuHamu, tpeOvionme BHUMaHUs

Kanuticbepezarowyue ouypemuxu (amunopuo, cCnupoHoiaKmoH, mpuammeper)
KomMOuHupoBaHHAss  Tepamusi  WHAANAMHIOM M KaJIWHCOeperaronmMMud  JUypPETHKaMU
1esiecoo0pa3Ha y HEKOTOPBIX MAIlMEHTOB, OJHAKO IMPU 3TOM HE HCKIIOYACTCs BO3MOXHOCTH
pa3BUTHs THIIOKATMEMHH WIH TUICPKAIHeMUHd (OCOOEHHO Yy TMAalUEHTOB C IMOYEYHOM
HEJIOCTaTOYHOCTHIO WJIH Y TIAIIUEHTOB C CaXxapHbIM THA0ETOM).

Heo0xomuMo KOHTPOJIMPOBATH YpOBEHb Kajiusi B IUIa3Me KpoBH, mokazarenn OKI u, mpu
HEOOXOIUMOCTH, KOPPEKTHPOBATH TEPAITHIO.

Memdghopmun
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JTUYPETUKOB, 0OCOOCHHO TETJICBBIX, MOBHIIIACT PUCK PA3BUTHUSI UHIYIIUPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHUCJIOTO alu03a.

He cnenyer ucnonb3oBaTh MeTHOPMHH, €CIIU YPOBEHb KpeaTWHHUHA TpeBbimaer 15 mr/m (135
MKMOJIb/JT) y My4rH 1 12 mr/i (110 MKMOJIB/T) y JKEHIIKH.

Hoocodepacawue konmpacmmuvie seuecmsa

B caywae oOe3BokMBaHUS oOpraHu3Ma Ha (QoOHE TpueMa JUYPETHUYECKHUX IpernapaToB
YBEJIMYUBACTCS PHUCK pPAa3BUTUSA OCTPOMl MOYEHYHOM HEJOCTATOYHOCTH, OCOOEHHO IpHU
MCIOJIb30BaHUU BBICOKHX /103 HO/ICOAEpKAIINX KOHTPACTHBIX BEILIECTB.

[lepen mnpumeHeHHEM MOACOAEPIKAIIMX KOHTPACTHBIX BEIIECTB NAalMEHTaM HEOOXO0IMMO
KOMIIEHCUPOBATh MOTEPIO KUJKOCTH.

Tpuyukiuyeckue aHmuoenpeccanmol, HelupoienmuKu

AHTUTHNIEPTEH3UBHBII  3(QQEKT U TOBBIIIEHHBIH PUCK OPTOCTAaTUYECKOW T'HUIOTEH3UU
(anmuTuBHBIN 3 dekT).

Kanvyuii (conu)

[Ipy ogHOBpEeMEHHOM NPUMEHEHHWH BO3MOXHO pa3BUTHE THUINEPKAIBIIUEMUN BCIEACTBHE
CHU)KCHHUSI BHIBEJICHHSI HOHOB KaJIbLIHUS TOYKAMH.

Luxnocnopun, maxponumyc

Bo3moxHO yBenWueHHe KOHLEHTpaluMW KpeaTHHWHAa B IJ1a3Me€ KpOBH 0€3 H3MEHEHHs
KOHIEHTPAIIUU [TUPKYITUPYIOLIETO IUKIOCTIOPUHA, J1a)Ke TPU OTCYTCTBUU MOTEPU BOJBI U HOHOB
HaTpUSL.

Kopmuxocmepouousie npenapamul, mempaxo3akmuo (npu cucmemHoM npumMeHeHun)
CHIKEHUE aHTHTUIIEPTCH3UBHOTO JICHCTBUS (3aJep)KKa BOJIBI M MOHOB HATPUS B PE3yJIbTaTe
JENCTBHUS KOPTUKOCTEPOHIOB).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JAKTALMSA

bepeMeHHOCTB

B Hacrosmmii MOMEHT HET JOCTATOYHOTO KOJUYECTBA JAaHHBIX O MPUMECHEHUN WHIAMAMHJIA BO
Bpems OepemeHHOCTH (onucano mMeHee 300 cirydaes).

JlnurenpbHOEe TpUMEHEHWE THUasuIHbIX auypetukoB B Il Tpumectpe OepeMeHHOCTH MOXKET
BBI3BIBATh THIIOBOJIEMHIO y MaTrepd M CHI)KEHHE MaTOYHO-IUIAIICHTAPHOTO KPOBOTOKA, YTO
MPUBOJUT K (ETOIIAlleHTapHOW UIIIEMHUH U 3aJIep’KKE Pa3BUTHUS TUIOAA.

HccnenoBanus Ha )KMBOTHBIX HE BBISIBHIIM MPSMOTO WIIA HEMPSIMOTO TOKCUYECKOTO BO3ACHCTBUS
Ha PENPOIYKTUBHYIO (PYHKIIHIO.

B kadecTBe Mepbl MPeIOCTOPOKHOCTH PEKOMEHAyeTcsl n3beraTb MPUMEHEHUs MHJanaMuaa BO

BpeMsi OEpEMEHHOCTH.
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JlakTamus

JlaHHBIX O IPOHMKHOBEHMM MHJANaMMJla WIM €ro MeTaboJIUTOB B TPYTHOE MOJIOKO Yy YEJIOBEKA
HEJ0CTAaTOYHO.

Y HOBOPOXXIACHHOIO MOXKET pPa3BUTHCSA IOBBIILIEHHAS YyBCTBUTEIBHOCTb K IPOU3BOIHBIM
cyiab(poHaMH/a M TUIOKAJIMEeMHUs. B CBs3uM ¢ 3TUM, PUCK JUIsl HOBOPOXIEHHOIO/MJIAJCHIIA He
MOXeET ObITh HCKIIOYeH. MHpamamup OMU30K K THA3HIHBIM TUYPETUKAM, MPHEM KOTOPBIX
BBI3bIBACT YMEHBIIECHUE KOJINYECTBA IPYAHOIO MOJIOKA WIIM J1a)Ke IIOIABJICHUE JIAKTALIUHY.
[IpumeHeHne nHAANaMuIa B IEPUO I'PYIHOTO BCKAPMIIMBAHUS HE PEKOMEHYETCH.

DepTUILHOCTE

I/ICCJIGI[OBaHI/ISI perOHyKTHBHOﬁ TOKCHYHOCTH ITOKa3aJIl OTCYTCTBHUC BIIUAHUA HA q)epTI/IJIBHOCTB
CaMOK U CaMIIOB KPBIC.

[IpenmnonoxxurenabHo, BIAUsHUE HAa (PEPTUILHOCTD y YEIOBEKA OTCYTCTBYET.

4.7. Bunsinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeACTBAMH H padorarh ¢
MeXaHu3MaMu

I/IHI[aHaMI/II[ HC BJIMACT HAa HAPYUICHUC BHHMAHUA, HO B HCKOTOPBIX CilIy4dasaX MOI'yT BO3HUKATb
pEaKIuu, CBSI3aHHbIE CO CHUYKCHUEM apTePUAILHOTO JIaBIICHUS, OCOOEHHO B Havaje Teparnuy Uiu
npu A00aBJICHUU K MPOBOAMMON Tepamuu APYTUX TMIOTEH3UBHBIX MpenapatoB. B pesynbrate
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPEACTBAMU WM JPYTMMU MEXaHU3MaMH MOXKCT OBITH
HapyIleHa.

4.8. HexxesnaTesibHbIEC peaKIUU

Pesrome mpoduisg 6e3onacHOCTH

Haunbonee wyacTehiMM HEXeNaTENbHBIMH PEAKIHUSAMH, O KOTOPBIX COOOIIANIOCh, OBLIH:
TUINOKAJIUEMUS], PEAKIIMH TTOBBIIIEHHOW YyBCTBUTEIBHOCTH, B OCHOBHOM JI€PMATOJIOTHYECKUE, Y
MALMEHTOB C MPEAPACIIONIOKEHHOCTHIO K aJUIEPTUUECKUM U aCTMATUYECKUM PEAKLIUSIM, a TAKKe
MAaKyJIOIIaIyJIe3Hasl ChIIlb.

TabnmuHoe PE3IOME HEXKENATCIIbHBIX PEaKIINl

YactoTa MOOOYHBIX peaKIHid, KOTOPhIe OBUIM OTMEYEHBI BO BpEMsS TEpaIlluu HHIANIAMHUIIOM,
MpUBE/ICHA B BHUJIE CIEIYIOMICH rpagauu: oueHb yacto (>1/10); wacto (>1/100, <1/10); Hewacto
(>1/1000, <1/100); peaxo (=1/10000, <1/1000); ouenn peako (<1/10000); yacroTa HEU3BECTHA

(dacToTa HE MOXKET OBITH MOJCYUTAHA IO JOCTYITHBIM JTAHHBIM).

MedDRA
KJ12cChI M CHCTEMBI HesxenarenbHble peakuuu YacroTa
OpPraHos
Hapymenus co cTopoHsl ArpaHynonuTo3 Ouens penko
KPOBHU U TUM(PATUIECKOI ArnutacTiyeckast aHeMust Ouens peaxo
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MedDRA MO EOUBATENBRUJL TE JoUd]
Ki1acchl M CHCTEMBI HesxenarenbHbie peakuuu Yacrora
OPraHoB
CHUCTEMBI ['emonuTHueckas aneMust Ouensb penko
Jlelikonmenus OueHb peniko
TpomOoruToneHus OueHb peniko
I'unepkansruemus Ouenb penko
[I'unokanuemus (cm. pazaen 4.4) Yacto
Hapymenus merabonnsma
I'unonatpuemus (cm. paszaen 4.4) Heuacro
Y IIUTaHUs
l'unoxsopemus Penxo
I'mnmomarauemus Penxo
Bepturo Penxo
IToBbIIEHHAS YTOMIISIEMOCTh Penxo
Hapymenus co ctopoHbl
. I'osioBHAas 0oJb Penxo
HEPBHOUN CUCTEMBI
Iapecresus Penko
O6MopoK UYacToTra HensBecTHA
Muonus YacroTa Hens3BecTHA
Heuetkoe 3penune Yacrora Hen3BecTHA
Hapymenus co ctopoHbl
Hapyienune 3penus YacToTa Hen3BeCcTHA
opraHa 3peHust
OcTtpas 3aKpbITOYroJIbHAs TJIayKoMa YacToTa Hen3BeCcTHA
XOpHUOHUIATIBHBIN BBIIOT YacroTra Hens3BecTHA
Aputmus OueHb penko

[TonmumopdHast xemy10uKoBast TaXUKaAPAHS
Hapyuienust co cTopoHsl

THUIIA «(IIUPYIT» (HOTCHI_[I/IaJ'IBHO C

cepana YacroTa HEnM3BECTHA
JeTalbHBIM UCXO0M) (CM. pa3zaens! 4.4 u
4.5)
Hapymenust co ctTopoHbl
ApTtepuanbHasi THIIOTEH3HS Ouenb penko
COCYJIOB
PBota Heuacrto
TomHoTa Penko
Kemynouno-kunie4nsie
3amnop Penxo
HapyILICHUS
CyxocTb BO pTYy Penko
[TankpeaTtur Odenb penko
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VedDRA (HOCAEQOBATERBHOCTE 00027
Ki1acchl M CHCTEMBI HexesaTebHbIe peakunu Yacrora
OPraHoB
Hapymienue GpyHkImu neueHu Ouensb penko
Hapymenus co ctopoHbl Bo03MOXHO pa3BuTHE IEYEHOUHOU
MEYCHU U sHIIePATONATHH B CIIy4yae MeYECHOYHOM UYacToTra Hens3BecTHA
JKEITYEBBIBOISIINX TyTeH HEI0CTaTOYHOCTH (cM. pasnensl 4.3 u 4.4)
I'enatur YacroTa HEn3BeCTHA
Peakuuy noBbILIEHHON YyBCTBUTEIBHOCTH Yacro
Makynonanyse3Has Cblllb Yacto
ITypmypa Heuacto
AHTMOHEBPOTUYECKUHN OTEK Ouenb penko
Hapymienus co cTopoHsl Kpanusauna Ouensb penko
KOXH H ITOJKOAKHBIX Toxcuueckuii snuaepManbHbI HEKPOIHU3 Ouenb penko
TKaHEH Cunzpom Crusenca-J[>KoHCOHA OueHb peaxo

Bo3moxnoe O6OCTpeHI/Ie YKC HMemmeﬁCH

OCTPOM CUCTEMHOM KPaCHOM BOJIIYaHKH Hacrora Hen3BeCTHa

Peakuun  QOTOUYBCTBUTENBHOCTH  (CM.
YacroTa HEU3BECTHA

paznen 4.4)
Hapymenust co ctopoHbl
MOYEK U MOYEBBIBOIAIIINX IToueunas HEAOCTATOYHOCTH OueHb pPEAKO
nyTen
Cna3Mbl MBIIIII] YacToTa HEen3BeCTHA
Hapymenus co ctopoHbl
Meimeynas ¢i1abocThb YacToTa HEeu3BeCTHA
MBIIIIEUHOM, CKEIETHON U
COCTMHUTEIBHON TKAHH Muanrns YacToTa Hen3BeCTHA
Pabmomuonus YacToTa Hen3BeCTHA
Hapymenust co ctTopoHbl
PENpPOAYKTUBHOM CHCTEMBI | DpeKTUibHas AUCHyHKIUS Heuacto

1 MOJIOYHBIX XKCJIC3
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MedDRA (MOCHEQOBATEREROC T 0002)
KJ1acchl M CHCTEMBI HesxenarenbHbie peakuuu Yacrora
OpraHoB

Ymnenne untepBana QT wa OKI' (cwm.
YacroTa HEens3BeCTHA
paznenbl 4.4 u 4.5)

.Ha60paTOpHBIeI/I [loBeImICeHHE KOHIOCHTpAallMK TIJIFOKO3bI B

YacToTa HEeM3BECTHA

WHCTPYMCHTAIBHBIC KpoBH (cM. pasnen 4.4)

[ToBbIIIEHME  KOHIICHTPAILMM  MOYEBOU
AQHHBIC p YacToTa HEeM3BECTHA

KHCJIOTHI B KPOBH (CM. paszen 4.4)

IloBplIEHHE AKTUBHOCTH IIEYCHOYHBIX
YacToTa HEeM3BECTHA

dbepmMeHTOB

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKHI/Iﬁ

B pamkax uccnenoanwuii 11 u 111 da3el, cpaBHEBarOMMX WHAAIAMU B JO3UPOBKE 1,5 Mr u 2,5 wmr,
pe3yNbTaThl aHalK3a Kaius B IUIa3Me€ KPOBU MPOJAEMOHCTPUPOBATHU J0303aBUCUMBIA 3PPeKT
WHAAMaMU/Ia;

e Uumamamun 1,5 Mr: KOHIEHTpauusi Kajuusi B IUIa3Me€ KpOBH MeHee 3,4 MMOIB/I
Habmonanace y 10 % manueHToB, ¥ KOHUEHTpALUs Kalus B IUIa3Me KpoBH MeHee 3,2
MMOJTb/T HaOroanack y 4 % narueHToB uyepe3 4—6 Henelns 1mociie Havyaa tepanu. [locie
12 Henmenb Tepanmuu cpelHEe 3HAYCHUE CHIDKCHHUS KOHIIEHTpAIMU Kallus B IIJIa3Me
coctaBisiio 0,23 MMOJIB/II.

e Uupmanamua 2,5 Mr: KOHIIEHTpalus Kalus B IUla3Me KpoBH MeHee 3,4 MMOIB/TI
HaOmoanachk y 25 % manueHToB, M KOHUEHTpalus Kalius B IUIa3Me KpoBH MeHee 3,2
MMOJIB/ HaOmoganack y 10 % marmueHToB depe3 4—6 Hezenb MOCie Hayaia Tepanuu.
[Tocne 12 Henenb Tepanuu cpeHee 3HaYEHNE CHUKEHUSI KOHLIEHTPAIMU KaJlis B IJ1a3Me

coctaBisio 0,41 MMOIIB/II.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxHo coo01maTh 0 M0/103peBacMbIX HEKEIATENIBHBIX PEAKIUX [10C]Ie pETUCTPaLK IIpenapaTa ¢
HEeNbl0  O0ecreyeHus: HENMpPepbhIBHOTO MOHUTOPUHTA COOTHOIIEHHUS «II0JIb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara. MeIuIMHCKUM paOOTHUKaM PEKOMEHYeTCsl coo0maTh O JIOOBIX
MIO103PEBAEMBIX HEXKENIATENbHBIX PEAKIUAX JIEKAPCTBEHHOI'O IperapaTa 4epe3 HAMOHAIbHBIE
CHUCTEMBl COOOIIEHUSI O HEXKeNaTeIbHBbIX peaklUMsIX TocylapcTB — wieHoB EBpasuiickoro
SKOHOMHYECKOT'O COX03a.

Poccniickas @enepanvs

®denepanpHas cayx0a 1Mo Haa30py B cdhepe 3paBoOOXpaHEHUS
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Anpec: 109012, r. MockBa, CnaBsiHcKas riionmagpb, 1. 4,

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Tenedon: +7 800 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MIHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHMITOMBI

NupanamMu gaske B 0O4€Hb BRICOKHX 103ax (110 40 Mr, TO ecTh B 16 pa3 GoJibliie TeparneBTHICCKOM
JI03bI) HE OKa3bIBAET TOKCUYECKOTO JCHCTBUSI.

[Ipu3Haku OCTpPOro OTpaBlIEHUs JEKAPCTBEHHBIM IMPENapaTOM B MEPBYIO OYEpPENlb CBSA3aHBI C
HapylLIeHUEM BOJHO-IEKTPOJIUTHOrO OanmaHca (TMIOHATpUEMHs, Tunokanuemus). U3
KIIMHUYECKUX CUMITOMOB MEpPEAO3UPOBKU MOTYT OTMEUaThCsl TOLIHOTA, PBOTA, apTepUalIbHAS
TUIOTEH3HUsI, CyI0POTH, BEPTUTO, COHIIUBOCTb, CIIyTAHHOCTh CO3HAHM S, TIOJMYPHS WIH OJUTYpPUs
C BO3MOXHBIM MEPEXO0/IOM B aHYPHIO (BCJIEACTBUE THUIIOBOJIEMHUN).

JleueHme

Mepbl HEOTJIOKHOW TMOMOIIM CBOASTCS K OBICTPOMY BBIBEACHUIO Ipenapara M3 OpraHu3Ma:
NPOMBIBaHHE JKENMyJIKa W/WIM Ha3HAYeHHUS AaKTUBUPOBAHHOTO YIJIL C TMOCIEAYIOUIMM

BOCCTAHOBJICHUCM BOAHO-3JICKTPOJIUTHOI'O OajaHca B CIICHHUAIM3UPOBAHHOM OTACIICHUU.

5. ®PAPMAKOJJOT'MYECKHUE CBOMCTBA

5.1. ®apmakoanHaMnyecKue cBoOiicTBa

®dapmakoTepaneBTUUYECKas IPyIINa: THyPETUKN; THA3UIO0MOA00HbIE TNYPETUKH; CYIb(POHAMUIBI.
Kox ATX: CO3BAI11

MexaHNU3M e CTBUS

WMHupanamMul OTHOCUTCS K HPOM3BOAHBIM cCylb(oHaMHIa C HUHAOJBHBIM KOJBIIOM U IO
(GapMaKoJOTUYECKMM CBOMCTBaM OJM30K K THA3UIHBIM JTUYpETHKaM, KOTOpbleé MHTHOUPYIOT
peadbcopO1MI0 HOHOB HATPUSI B KOPTUKAIBHOM CETMEHTE METIU HePpoHa.

[Tpu >TOM yBenMUYUBAETCA BbIIEICHUE MOYKAaMH MOHOB HATpHs, XJIOpa U, B MEHbIIECH CTENeHH,
HMOHOB KalMsig W MAarHus, 4TO CONPOBOXAAETCS YBEIMYEHHEM JHype3a M THUIOTCH3UBHBIM
s dexTom.

dapmakoagnaammudeckne YO HeKTol

I'unoTeH3uBHOE nelicTBHE HHAanaMuaa, Kak 1 Jpyrux 1nypeTu4eCKkux CpcacrB, 06YCJ'IOBJ'ICHOI
® CHHXXCHHEM COKp&THTCJ’IBHOfI CIIOCOOHOCTH COCYAUCTBIX TTIAAKOMBIIICYHBIX KJIICTOK 3a

CUYCT UBMCHCHUA TpaHCMeM6paHHLIX HOHHBIX TOKOB, ITPCUMYIIICCTBCHHO TOKA KaJIbIIU;
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COCyJOpaCIIuPAOIINUM U aHTHArpEeraHTHBIM HeﬁCTBHeM.

Kinnnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

B ximnnueckux uccrnepoBanusax Il u Il ¢a3 nmpu ncnonp3oBaHmu MHOamaMuga B pEeXAME
MOHOTEpauu B J03aX, HE OKAa3bIBAIOLIMX BBIPAKEHHOIO JAMypeTHYeckoro 3¢dexra, ObLI
MIPOJICMOHCTPUPOBAH 24-4acOBOM THIIOTEH3UBHBIN 2P (DEKT.

AHTUTHIIEPTEH3UBHAs aKTUBHOCTb MHAANIaMUJa CBA3aHa C YJIyUIIEHUEM 3JIACTUYECKUX CBOMCTB
KPYITHBIX apTepuil, yMEHBIICHHUEM apTEPUOJIIPHOTO M 00IIero nepudepuieckoro coCyucToro
COIIPOTHUBIICHUS.

WMupanamul yMeHbIIaeT FTUIEPTPOQUIO JIEBOI0 KETyA0UKa.

B xopoTkux, cpenHel JIMTENbHOCTH U I0JITOCPOYHBIX UCCIIEJOBAHUSIX C YYACTHEM IAlIUEHTOB C
apTepHalIbHON runepTeH3uel ObLI0 MOKA3aHOo, YTO UHAAIAMHU/L!

e He BIMAET Ha IOKa3aTesu JUIUAHOTO OOMEHa, B TOM YHCJIe Ha YPOBEHb TPUIIIULIEPUIIOB,
X0JIECTEepUHA, JIMIIONPOTEMHOB HHU3KOM IUIOTHOCTM M JIMIIONPOTEMHOB BBICOKOU
IUIOTHOCTH;

e HE BIMSET Ha IOKa3zareau oOMEHa YIJIEBOJAOB, B TOM YMCJIE y MAlMEHTOB C CaXapHbIM
MadeToOM.

TuasuaHele U THA3UIONONOOHBIE IUYPETUKHM IPU ONPEAETICHHOM /03¢ JOCTUIarT ILIaTo
TepaneBTHUecKoro 3¢¢ekra, B TO BpeMs Kak yacToTa MoOOYHBIX 3((eKToB mpoaoKaer
YBEJIMYMBAThCS TpU JalbHEWIIEM IMOBBIIIEHUU J03bl mpenapara. [losTomy He crienyer
YBEJIMYUBATh J103y Ipernapara, €ciid Mpu NPUMEHEHUH PEKOMEHJOBAaHHOM J103bl HE JOCTUTHYT
TepaneBTHYECKUH 3 (eKT.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AbGcopbuus

bruonocrynaocTs mHIanamuaa — 93 %.

MakcuManbHON KOHLIEHTpAIUK B Iu1a3Me KpoBH (Tmax) Mpenapar qocturaeT yepes 1-2 yaca nocne
NEPOPATILHOTO NMpUEMa OJHOKPATHOM 03Bl 2,5 MT.

Pacnopenenenune

Oxono 75 % mnpenapaTta cBsi3bIBaeTcsl ¢ Oesnkamu Iia3Mbl KpoBH. Ileproj mosyBbIBeIeHUS
npenapara cocrasisieT 14—24 yaca (B cpenneM 18 gacos).

[Tpu perynsipHOM npueme npenapara paBHOBECHas! KOHIIEHTPAIU MHIAIaMK/Ia B IIa3Me KPOBU
yBeNMUYuBaeTcs (MO CpaBHEHHIO C OJHOKPATHBIM IpuemMom). Bmecre ¢ Tem, IoCTUTHYTOE
PaBHOBECHOE COCTOSIHUE COXpaHSeTCsl B TEYEHHE JUINTEIbHOIO IEepuojia BpEMEHH,
CBUJIETEJICTBYS O TOM, YTO TOBTOPHBIN MpHUEM IIpernapara He COMPOBOXKIAETCS HAKOIUIEHUEM

HHJalaMuJia B OpraHnmu3me.
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OIMMUHALKS

Wugamamu1 BEIBOOUTCS B BUIAC HEAKTHBHBIX METa0OIMTOB B OCHOBHOM moukamu (60-80 % ot
BBEJICHHOM J103bI).
He 6omnee 5 % wHaanamMua BEIBOAUTCS U3 OpraHU3Ma ¢ MOYOM B HEM3MEHEHHOM BHJIC.

IlanmeHTHl ¢ HapyIIeHHEM d)VHKHI/II/I IIOYCK

VY nanueHToB ¢ MOYeYHON HeIOCTaTOYHOCTHIO (papMaKOKHHETHYECKHE CBOMCTBA MHAIaMUa HE
U3MEHSIOTCSL.

5.3. JlaHHbIe 110 JOKJIMHUYECKOI 0e30MacHOCTH

HccnenoBanys MHAANaMuJa HE IOKa3add MYTAarcHHbIX WIM KaHIEPOTEeHHBIX CBOMCTB. IIpu
NEpPOPAJIbHOM  BBEACHHWM  HMHAANAMUJAa B MAaKCUMaJIbHBIX  J03aX  (IPEBBILIAIOLINX
tepaneBTuueckyto B 40-8000 pa3) pa3HbIM BHJAM JKUBOTHBIX BBISBJICHO YCHIIEHUE
JUYpPETUYECKOr0 AEUCTBUS IIpenapara. B uccienoBanusx ocTpoi TOKCMYHOCTH MHAANIAMUA TIPU
€ro BHYTPUBEHHOM WJIM MHTPAIEPUTOHEATbHOM BBEIEHUM OCHOBHBIE CHUMIOTOMBI OBLIM
00ycIIOBIIeHBI ero (papMaKoJIOTHUECKOW aKTHBHOCTBHIO, HANpuUMep, OpaJumHOd M pacIIupeHue
nepuepuIecKux CoCyI0B.

B wuccnenoBaHusix penponyKTUBHOM TOKCHMYHOCTH HE BBISBICHO 3MOPHOTOKCHYECKOTO U
TEPATOr€HHOI'O IEUCTBHS.

He BBIsIBIICHO BO3ACHCTBHSI HA PEPOAYKTUBHYIO (YHKITUIO y KPBIC 000€ro moJa.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

Snpo TabeTKn

Kanpuus rugpodocdar
JlakT03BI MOHOTHAPAT
Kpaxman KyKypy3HBbIi
[MoBumon (K-30)

Tanbk

Hatpus naypuicynsgat
Marnus creapat

[Lnenounast o6ogouka: runpomerioza (I'TIMLI) 5, makporon 6000, mommcopbar 80 (TBuH 80),

TUTaHA JIUOKCHU]T
6.2. HecoBMeCTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roxa.
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6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH X

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTE MpHU TeMIiepatype He Boie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIIAKOBKHU

I[To 10 TaGneToKk B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 IJICHKH MTOJIMBUHUIXJIOPUAHON U QOJIBIH
AJTIOMUHUEBOM NTEYaTHOM JJaKUPOBAHHOM.

ITo 10, 20, 30, 40, 50, 60, 90 wmu 100 TabieTok B OAHKY MOJIMMEPHYIO C aMOPTHU3aTOPOM H3
MOJIMATUIICHA HU3KOTO JIABJICHUS C KPBIIIKOW HATSTMBAEMOM C KOHTPOJIEM IEPBOr0 BCKPBITHUS U3
MOJIMMEpa HU3KOTO WJIH BBICOKOTO JaBjieHUs. BO3MOXHO 3aronHeHrne cB0OOOIHOTO MPOCTPAHCTBA
BaTON MeIMIIMHCKON. Ha GaHKM HAaKJIEUBAIOT 3TUKETKH U3 OyMaru TUKETOYHON WIIA TTUCYCH, NITH
U3 MOJUMEPHBIX MAaTEPUAIOB, CAMOKJICSIIUECS.

Ilo1,2,3,4,5,6,7,8,9 i 10 KOHTYpHBIX STUEUKOBBIX YITAKOBOK BMECTE C MHCTPYKIIMEH 11O
MPUMEHEHHIO TTOMEIIAIOT B MAa4yKy U3 KapToHa JUIsl MOTpeOUTeNnsCKoil Tapbl. Ha mauky moxker
HAKJIEUBAThCSl CAMOKJIESIIAsACA dTUKETKAa C MAPKUPOBKOM M3 OyMaru STUKETOYHOM WU MHCYEH,
WJIM U3 TIOJIMMEPHBIX MaTepraioB. [lauku moMemarT B TPyIIOBYIO YIIAaKOBKY.

[To 1 Ganke BMecCTe ¢ WMHCTPYKIMEH MO MPUMEHEHHUIO TMOMEIIAIOT B IMa4yKy M3 KapTOHA I
noTpeduTensckoil Tapbl. Ha mauky MOXKET HAaKJIeMBAaThCA CAMOKJIESIIasicsl ASTHKETKa C
MapKUPOBKOW M3 Oymaru 3THKETOYHOW WJIM MHUCYEH, WU U3 MOJIUMEPHBIX MarepuanoB. [lauku
MTOMEIIAIOT B TPYIIIOBYIO YIAKOBKY.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH YHUYTOKEHUM  MCIOJb30BAHHOTO
JIEKAPCTBEHHOI'0  Mpenapara WM  OTX0A0B, MOJYYEHHBIX MOCJAe TNPUMEHeHHUs
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIYJIAIMHU C PenapaToM

OcoOble TpeOOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccuiickas ®enepanus

000 «®apmacunTe3-TIOMEHBY

625059, Tromenckast 00:1., T. Tromens, TpakT Benmxanckuit 7 km, 1. 2
Ten.: 8 (345) 239-38-56

Anpec anekTponHo# mouThl: iNfo-pst@pharmasyntez.com

7.1. IlpeacraBure/ib AepKaTesss peruHCTPAlMOHHOIO YA0CTOBEPEHUS

[Mperen3un norpedUTENed HAOPABIATH 110 aIPECY:

Poccniickas @enepanvs
000 «PapmacunTe3-TIOMEHBY

625059, Tromenckas 00:1., . Tromens, TpakT Benmxanckuii 7 km, 1. 2

Ten.: 8-800-100-15-50
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8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA MEPBUYHOI PETMCTPALIMM (IIOATBEPKIEHUSI PETHMCTPALIVH,
MEPEPETHCTPAILINN)

Jlata nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0mas xapakTepuCTHKa JieKapcTBeHHOro mpemnapara Mumanamua dapmacuHTe3 JOCTYIMHA Ha
uH(GOPMallMOHHOM TMopTaje EBpa3suilckoro »KOHOMHUYECKOTO Coro3a B HHGOPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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