COOTEBETCTBYET 2KI
ot 31.01.2025 N= 2248

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

CMNEPTHOMY OTUETY

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Nupanamun ®apmacunTte3, 1,5 Mr, TaOJeTKH ¢ MPOJIOHTHPOBAHHBIM BBICBOOOKICHUEM,

MTOKPBITHIC TIJICHOYHON 000JI0YKO#

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolliee BENIECTBO: MHAATIAMMU/I.

Kaxxgas Tabnerka ¢ nmpoJIOHTHPOBAHHBIM BBICBOOOXKICHHUEM, MOKPHITAsl IUIEHOYHON 000JIOUKOH,
coaepxut 1,5 Mr unpanamuja.

BcmoMoratenbHbIe BEIIecTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: jakto3sl MoHoTHapaT — 98,90 mr (cM. pazaen 4.4).

ITonubrit MNEPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB IIPUBCJACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyieTku ¢ MPOJIOHTUPOBAHHBIM BHICBOOOKICHUEM, TIOKPBITHIE TNIEHOYHOW 000I0YKOH.

Kpyriibie ABOSIKOBBITYKIIbIE TAOJIETKH, MOKPHITHIE IICHOYHOM 000JI0YKOi, O€JI0T0 IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxa3anus K IpMMeHEHUI0

Nupanamuy @apMacuHTe3 OKa3aH AJIs JI€UEHUS apTepUaIbHON TMIEPTEH3UN Y B3POCIIbIX.
4.2. Pe:xuM 103UPOBAHMSA U CIIOCO0 NPUMEHEHHA

PexxuM 103upOBaHus

[Ipumensiercs no 1 TabaeTke B CyTKH, KEINATEIBHO YTPOM.

IIpn nedeHMM MANKMEHTOB C apTEpUAIbHOM THUIEPTEH3MEH YBEJIMYEHWE JI03bl Ipernapara He
NPUBOAUT K YBEIUYECHUIO AHTUTUIICPTEH3UBHOIO IEHCTBHs, HO YCWIMBACT IUYPETUYECKUU
(camypernueckuit) a3 dekr.

Oco0ble TPVIIILI TAIUEHTOB

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

[TprMeHeHne MPOTUBOIIOKA3aHO MAIUEHTaM C TSHKENOW MOYEYHON HEeJOCTAaTOYHOCThIO (KIUPEHC
KpeaTuHuHa MeHee 30 MJI/MUH).

TuasuaHble U THA3UIOMOA00HBIE TUYPETUKH B TIOJTHOU Mepe 2 EKTUBHBI TOJIBKO y MAIMEHTOB C
HOpMaTbHOU (DYHKITUEH IMOYEK WM C MUHIMAJILHBIMA €€ HapyIICHUSIMHU.

THayuenmvi ¢ napywenuem @ynkyuu nevenu (cm. pazoenvt 4.3 u 4.4)

HpI/IMeHeHI/IC IMPOTHUBOIIOKA3aHO MAIMUCHTAM C TAKCJIBIM HAPYIICHHUEM (I)YHKI_II/II/I IICYCHMU.
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Tayuenmwr nosicunozo éospacma (cm. pazoen 44)

Y NOXUIBIX ManuCHTOB CIICAYCT KOHTPOJIUPOBATL COACPIKAHUC KPCATUHHHA B IJIa3MC KPOBU C
y4eTOM BO3pacTa, Macchl Tena W mnoia. JlekapcrBeHHbl npenapar Munanamun dapmacusres
MOYKHO Ha3HauaTh IOXKWJIBIM IAlMEHTaM C HOpPMaJlbHOW (QYHKLIMEH IMOYeK WIM TOJBKO C
MUHUMAaJIbHBIMU €€ HapYyLICHUSIMHU.

CTHu
besonacHocts W 3¢ PeKTHBHOCTP TPUMEHEHHUS JIeKapCTBEHHOro mpemnapara WHaanamuna
@dapMacuHTE3 y IETE U MOAPOCTKOB HE YCTaHOBJICHBI. [JaHHBIE OTCYTCTBYIOT.

Cnoco0 rIpuMeHeHus

BryTpb; TabNeTKY CleIyeT MpOriaThiBaTh IIETUKOM, HE Pa3KeBbIBas, 3aIIMBAst BOJOU.
4.3. lIlpoTuBONOKAa3aHNUS
e [unepuyyBCTBUTENHLHOCTh K JICUCTBYIOIIEMY BEIIECTBY, JAPYTUM MPOU3BOJHBIM
cynpoHamMuAa WIM K JI000My U3 BCIIOMOTaTelbHBIX BEIIECTB Ipemnapara,
MepPEYHCIICHHBIX B pazzaene 6.1.
o Tskenas moyeyHast HEIOCTATOYHOCTH (KJIMPEHC KpeaTHHUHA MeHee 30 MiI/MUH).
e [leueHouHas >HUIeaTONATUS UITH TSHKEIOE HapyIIeHUe (YHKIIUU TIeUeHHU.
e [mnoxanuemus.
4.4. OcoOble yKka3aHusl M MepPbl NPEeT0CTOPOKHOCTH NMPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

Hapymienust QyHKIMM MIEYEHU W MOYEK JICTKOW WJIM YMEPCHHOM CTEICHU TSHKECTH, HAPYUICHHUS
BOJTHO-3JICKTPOJUTHOTO OallaHCca, MPUMEHEHHE Y MMAIIHCHTOB C YBEINYeHHBIM HHTepBasioM QT Ha
anektpokapauorpamme (OKI'), mpuMeHeHHe y HCTOIIEHHBIX MAIMEHTOB, y MAIlMEHTOB,
MOTyYaIOIUX OJTHOBPEMEHHYIO TEPAINUIO TpernapaTraMu, KOTOpbIE MOTYT YBETHYHBATh HHTEPBAT
QT, coueranHas Tepamnus mpemnapaTamu, ClIOCOOHBIMU BBI3BATh MOTUMOP(PHYIO KETYJOYKOBYIO
TaXHKaPIUIO THITA KITUPYIT», MperapaTaMu JTUTHS, JICKAPCTBEHHBIMHU TIpeTiapaTaMu, CIIOCOOHBIMU
BBI3BIBATH THIOKAIMEMHIO WIH CEPACYHBIMU TIUKo3uaamu (cMm. pasnen 4.5), nepudepuyeckue
OTeKHM WM acCluT, UIIeMHueckas Oole3Hb cepAla, CepJedyHas HeAOCTaTOYHOCTb,
TUIepapaTupeo3, caxapHblid AUa0eT, TUIIEPYPUKEMHUs U ToJarpa, ajjieprudeckas peakius Ha
MICHUIWITNH B aHAMHE3E.

Oco0ble yKa3auus

Hapywenusa ¢pynxyuu nevenu

[Tpy Ha3HAYEHUU THA3MIHBIX M THA3UJOMONOOHBIX JAUYPETHKOB Y MAIMEHTOB C HAPYLICHUSMHU
GYHKIIUM TTeYeHH, OCOOCHHO B Cllydyae HapylIeHUs BOJHO-3JIEKTPOJIUTHOIO OajlaHCa, BOZMOXKHO
pa3BUTHE IEYEHOYHOMU HIIe(aIoNaTuu, KOTOpas MOXKET IPOrPEeCCUPOBAThH 10 IEUEHOUYHON KOMBI.

B atom cJIydac NpuMCHCHUC TUYPCTUKOB CJICAYCT HEMCIAJICHHO NMPCKPATUTD.
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Peaxyuu pomouyecmeumenvrocmu

Coo0mranock 0 cioydasx pa3BUTUS PEeaKIuii ((OTOUYBCTBHTEILHOCTH Ha (POHE MpHUeMa THA3HIHBIX
U THA3UIONOMOOHBIX JUypeTUKoB (cM. pasmen 4.8). B cioyuae pasBuTHs peakinuid
(OTOUYBCTBUTEJIIBHOCTH Ha (OHE IpHeMa JIEKAPCTBEHHOI'O Ipernapara pEeKOMEHIyeTcs
OpeKpaTuTh JedeHue. Eciu NMOBTOpHOE Ha3HaueHHE [UYpETHKAa MPU3HAHO HEOOXOAMMBIM,
PEKOMEHIyEeTCsl 3alllMlaTh OTKPBITBIE YYAaCTKHU OT COJIHEYHBIX Jy4Yell MM HMCKYCCTBEHHBIX
yIbTpadUOIETOBBIX JTyueil Tuma A.

Bcnomoeamenvuvie sewgecmsa

[TanrenTam ¢ peko BCTpedaroleiicss HacaeACTBEHHON HENepEeHOCUMOCThIO raJIakTO3bl, TOJTHOM
JAKTa3HOM HEIOCTaTOYHOCTHIO MM TJIIOKO30-TaJlaKTO3HOM ManbabcopOuueii He cleayer
IIPUHUMATh JIEKapCTBEHHBIN npenapar MHnanamug @apmacuHTes.

Oco0bIe MCPBI IIPEAOCTOPOXKHOCTH IIPHU IPUMCHCHHN

Boono-snexkmponumusiii 6aranc

Codepofcanue UOHO6 Hampus 6 niasme Kpoeu

Jlo Hauana nedyeHus He0OXOAMMO OIPENEIUTh KOHIIEHTPALMI0 HOHOB HaTpus B I1a3Me kposu. Ha
¢doHe mpuema mpenapara cieayeT perysipHO KOHTPOJMPOBaTh 3TOT MokKa3zarenb. Heobxonum
IOCTOSIHHBIA KOHTPOJIb KOHIIEHTPALIMM HOHOB HATPHs, TaK KaK I[EPBOHAYAIbHOE CHIKEHHE
KOHICHTPAUX HATPHA B I1J1a3ME KPOBU MOXKCT OBITH OECCUMITTOMHBIM. bosee yacThIit KOHTPOJIb
NOKa3aH MalMeHTaM C [IUPPO30M IEUCHH | JIUI[aM MOXKHIIOro Bo3pacra (cM. paszaenst 4.8 u 4.9).
JIro6oil nuypeTrueckuil mpenapaT MOXET BbI3bIBaTh TMIIOHATPUEMMIO, NPUBOJAILYI0 UHOTA K
KpaifHe TsKeNbIM IMOCHEeACTBUSAM. [ MnoHaTpuemMust B COUYETaHUU C TMIIOBOJIEMHUENH MOTYT OBbITh
NPUYMHON 00€3BOKUBAHUS U OPTOCTATUYECKOW IMIIOTEH3UH.

COHYTCTBYI-OHIGG CHMKCHHEC KOHICHTPAllMKM MOHOB XJIOpa B IJIAa3ME KPOBU MOXKCET NPUBOANUTH K
BTOPUYHOMY KOMIIEHCATOPHOMY METAa0OJMYECKOMY aJIKajJo3y: 4acToTa pa3BUTHS M CTENECHb
BBIPQ)KEHHOCTH 3TOT0 3P PeKTa He3HAUUTEIIbHBI.

CodepofcaHue UOHO6 KAJUA 6 nidime Kposu

[Tpu Tepanuu THA3UAHBIMHU U THA3UI0NOJO0OHBIMH TNYPETUKAaMU OCHOBHOM PUCK 3aKJII0YaeTcs B
CHM)KCHMH KOHLEHTPALMU KalKsl B IJIa3Me KPOBU U Pa3BUTUU TUIIOKATHEMHUH.

['mnokanuemMuss MOXXET BBI3BIBaTh MblIIeUHbIE paccTpoiicTBa. CooOmanock 0  ciaydasx
pabaoMHoiIKN3a, B OCHOBHOM Ha (hoHe TshKenol runokanveMuu. HeobGxoaumo mpenoTBpamarh
pa3BuTHE runokanueMuu (< 3,4 MMOJIb/JT) Y MallUEHTOB I'PYMITbI MOBBIILIEHHOTO PUCKA: MAI[UEHTOB
MOXKWJIOTO BO3pacTa, HCTOMICHHBIX W/MIM MOJYYaloIIUX COYETAHHYI0 MEIMKAaMEHTO3HYIO
TEpaIuio, MAUEHTOB C UPPO3OM ME€UECHH, TEpUPEPHUECCKUMHI OTEKAMU U aCITUTOM, MAIIUEHTOB C
UIIeMUYECKOl OO0JIe3HBbIO cep/lla, CEepAeYHOW HEeAOCTaTOYHOCThIO. [HmokamuemMus y Takux

MAanUEHTOB YCUIIMBACT KapAUOTOKCUYHOCTDh CCPACUHBIX TTTMKO3HUI0B U MMOBBIIACT PUCK PA3BUTUSA
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APUTMHIA.

[TatmenTsl ¢ yjuinHeHrneM uaTepBaia QT, Kak BpOKIACHHBIM, TaK ¥ BEI3BAHHBIM JIEKAPCTBEHHBIMU
npenapaTtamM, OTHOCATCS K Tpynne pucka. ['mnokamuemus, Kak M OpagukapIusi sSBISETCA
COCTOSIHUEM, CIIOCOOCTBYIOIIMM pPa3BUTHIO TSDKEJIOH apuUTMHM, B YacTHOCTH, HOJIMMOP(HOM
HKEIIyJOYKOBOM TaXUKapIUU TUIIA IIUPYIT», KOTOPAs MOKET IPUBECTH K JIETAIIBHOMY HCXOLY.
Bo Bcex ommcaHHBIX BBIIIE CIOy4asXx HEOOXOAMMO KOHTPOJUPOBATh KOHLEHTPAIMIO Kajdus B
1a3Me KpoBH, Ooisiee 4acTo, yeM 0ObIYHO. llepBoe m3MepeHre KOHLEHTpAlMd MOHOB Kalus B
IU1a3M€e KPOBHU JOJIKHO OBITh BBITIOJHEHO B MIEPBYIO HEJEIIO OT Hayaa JIeYeHHUs.

[Ipy BBISIBIEHUMM TUIOKAJIMEMUU JOJDKHO ObITh HAa3HAY€HO COOTBETCTBYIOLIEE JIEUCHHE.
['unokanuemusi, BbIIBIIEHHAs B COUETAHUU C HU3KOM KOHIEHTpaluell MarHus B IUIa3Me KPOBH,
MOYET OBITh YCTOMYMBOMN K JICUCHUIO, B CIIy4yae, €ClIi HE CKOPPEKTUPOBAHO CO/ICPIKaHNE MArHHS
B IUIa3M€ KPOBH.

COO@DDfCClHue MACHUA 68 Nid3me Kposu

beiio mokazaHo, YTO THA3WOHBIE W THA3UIOMONOOHBIC AMYPETHUKH, BKIIOYAs WHIAAMM]I,
YBEITUYUBAIOT SKCKPEIUIO MATHUS C MOYOU, YTO MOKET MPUBECTH K TUIIOMarHueMuu (CM. pasjien
4.5 1 4.8).

COO@DDfCClHue KalbYusd 6 nidime Kposu

TuasugHbIe U THA3UIOMOT00HBIE JUYPETUKH MOTYT YMCHBIIIATH BRIBEJACHHUE KAIBIHS IOYKAMH 1
MPUBOAUTH K HE3HAYUTEIILHOMY M BPEMEHHOMY TOBBIIIICHUIO YPOBHS KaJIBIHS B IJIa3ME KPOBH.
HctuHHas runepKaiblMeMHUss MOXKET OBbIThb CIEACTBHEM paHee He JAUarHOCTUPOBAHHOTO
TUIIEpIapaTupeosa.

Crenyer mpeKkpaTuTh MpUEM IUYPETUUYECKHX IMpenapaTroB Iepes] HCCleNOBaHUEeM (PYHKIIUU
MapaIuTOBHIHBIX JKEJIe3.

Cooepoicanue 2noKo3vl 8 niazme Kposu

BaxHo KOHTpOIUPOBATH KOHIIEHTPAIUIO TIIFOKO3bI B KPOBH y MAIMEHTOB C CaXapHbIM THA0ETOM,
0COOEHHO TIPH HAJIMYUU THUIIOKAITMEMHUH.

Mouesas kucioma

V nauueHToB ¢ TUIEPYPUKEMHUEN MOXKET YBEIMUUBATHCS PUCK PA3BUTHS MPUCTYIIOB MOJATPHI.
Huypemuueckue npenapamel u QyHKyus novex

Tuasuanbple 1 THA3UIOMOA00HbIE TUYPETHKU 3G (HEKTUBHBI B IIOJTHON MEpe TOJIBKO y MAIIMEHTOB C
HOPMAJIbHOW WJIM HE3HAYMTEJIbHO HapyIIeHHOW (PyHKIMel mouek (coaeprkaHue KpeaTHHWHA B
M1a3Me KPOBU Y B3POCIHBIX JHIl HUXke 25 Mr/m win 220 MKMOIB/T). Y MalMeHTOB MOXKHIOTO
BO3pacTa ypoBEHb KPEaTMHUHA B IJIa3M€ KPOBH PACCUMTHIBAIOT C YYETOM BO3pacTa, MaccChl Tena
Y TI0J1a.

CneﬂyeT YUYUTBIBATh, YTO B HaA4YaJIC JICUCHUSA Yy IMAIMCHTOB MOXKCT Ha6J'II-OJIaTI)C$[ CHHMI)XCHHUC
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CKOPOCTH KJIy60YKOBOM (DMIIBTPALUH, 00YCIOBICHHOE rﬁg&éj;%%'ig%gﬁ B EJOE‘djc;I'lzé-f)"ez[L,

BbI3BaHA MOTEPEHl BOJBI M MOHOB HATpHs Ha (OHE MpHeMa JUYpPEeTHYECKHX NpernaparoB. Kak
CJIEJICTBUE, B IJIa3ME€ KPOBH MOKET YBEITUYHMBATHCS KOHIIEHTPAIMS MOYEBHUHBI M KpPEAaTHHHHA.
Takast TpaH3uTOpHAsE (PYHKIIMOHAIBHAS MOYEYHAs HEJIOCTATOYHOCTh HE MMEET KIMHHYECKOTO
3HAYCHHUsl y TAIHUEHTOB C HOPMAJIbHOW (DYHKIMEH TOYEK, OJHAKO MOXKET YCYryOusiTh yKe
UMEBIIYIOCS JIO Hadyalla JICUCHHUS TIOYEUHYIO HEAOCTaTOYHOCTb.

Cnopmcmenvl

CriopTcMeHaM cienyeT oOpaTuTh BHUMAaHKE, YTO JCHCTBYIOIIEE BEIIECTBO, BXOSIIEE B COCTAB
JIeKapCTBEHHOTO Tpenapata WMunmanamun ®apmacuHTe3, MOMKET JaBaTh MOJOXKHUTEIbHBIHN
pe3yNIbTaT MpU MPOBEICHUH JTOTTMHT-KOHTPOJIS.

Xopuouoanvuviii gutnom / Ocmpas muonus / Bmopuunas 3akpbimoy2onbHas enaykoma
CynbpoHaMuapl U HUX TPOU3BOJHBIE MOTYT BBI3BIBATH HIUOCHHKPA3ZMUYECKYIO PEAKIIHIO,
MPUBOJISIIYIO K Pa3BUTHIO XOPHOUIAIHHOTO BBIIIOTA C 1e()EKTOM TIOJIS 3pEHHSI, OCTPO MUOIIHHU U
OCTPOMY TIPUCTYITY BTOPUIHOHN 3aKPBITOYTOJIBHOM TTIayKOMBl. CHMIITOMBI BKJITFOYAIOT: BHE3AITHOE
CHW)KCHHE OCTPOTHI 3pEHUS WK 0OJIb B IJ1a3aX, KOTOPBIC MPOSBISIFOTCS, KaK MMPaBUIIO, B TSUCHUE
HECKOJIbKUX YaCOB MJIM HEJIENIb OT Havalla TeParuy THa3UIHBIM / THA3HUI0TIOIOOHBIM TUYPETUKOM.
[Tpu oTCYTCTBUU JICYCHHUST OCTPAst 3aKPBITOYTOJIbHASI TJIAyKOMa MOXKET MPUBECTU K HEOOpaTUMOn
norepe 3peHus. [Ipu MOSBICHHH CUMIITOMOB HEOOXOIUMO KaK MOXKHO OBICTpEee MPEKPaTHUTh
MPUEM THA3UIHOTO / THA3HOMOJ00HOT0 auypeTruka. Eciu BHYTpHUTIIa3HOE NaBICHUE OCTASTCS
HEKOHTPOJIMPYEMBIM, MOXET TMOTPEOOBAaThCS HEOTIOKHOE MEIMKAMEHTO3HOE JICYCHUE WIIH
XUPYprudeckoe BMeEMIaTeabCcTBO. DakTOpOM pHCKAa Pa3BUTHS OCTPOM 3aKPBITOYTOJIHHOMN
TJIAYKOMBI SIBIISIETCS aJIeprudecKasi peakiiys Ha MPOW3BOIHbIC CYIb(OHAMUIA WITH TICHUIIMUTAH
B aHAMHe3e.

4.5. B3amMmopeiicTBHe ¢ [IpPYrMMH JIEKAPCTBEHHBIMH NpenapaTamMM © JApyrue BHBI
B3aUMOJAEHCTBHSA

KOM6I/IHaIII/II/I, HE PEKOMCHAYEMBIC K IPUMECHCHHIO

IIpenapamor numus

[Ipu OgHOBpEMEHHOM NPUMEHEHMHM WHJANaMuJa M IpenaparoB JUTHUS, TAKXKe, KaK U TpU
coOnrofeHn OecconeBOl JMEThI, MOKET HAONIOAAThCs MOBBIIICHUE KOHILEHTPALUU JIUTUS B
mjaa3Me KpPOBH BCIJICJICTBHE CHWIKEHHUS €ro SKCKPEIWU, COMPOBOXKIAIOIIECECS TMOSBICHUEM
MPU3HAKOB TMepeo3upoBKu. Ilpu HeoOXoauMmocTH AMypeTHyYecKue Mpenaparbl MOTYT ObITh
UCIIOJIb30BaHbl B COYETAHUM C TMpenaparamMu JHUTHS, OpPU HSTOM CIEIYeT THIATeIbHO
KOHTPOJIMPOBATh KOHIIGHTPAIMIO JIUTUS B IUJIa3Me€ KPOBH U COOTBETCTBYIOIIMM OOpazoM
noadupaTe 03y mpemnapara.

KoMOuHamu, TpeOvIonme mpeaIocTOPOKHOCTH
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MUNA «RUPYIMY», 6KII0UAs, HO He 02PAHUYUBAACD:
— aAHTHApUTMHUYECKHE JIeKapCTBEHHbIC Tperaparbl [A Kkmacca (Hampumep, XUHUJIHH,
TUAPOXUHUIANH, Tu3omupaMul, npokanHamun) u IC knacca (prekannuy),

— aHTHApUTMUYECKHUE JieKapcTBeHHBIe mpenapaThl Il kmacca (Hampumep, aMHOIapOH, COTANOM,
noderunua, nOyTUIH I, OpETHIINH, TPOHETAPOH);

— HEKOTOpbIE AaHTUIICUXOTHYECKHE IMpenaparbl: (EHOTHA3UHBI (HANpUMep, XJIOPIPOMAa3HH,
[MaMeMa3uH, JICBOMEIPOMAa3WH, THOPHAA3uH, Tpudiyornepasus, ¢iuydeHnasuH), OCH3aMUIbI
(HanmpuMep, aMHCYJBIPUI, CYJBIHPUI, CYIBTONPHUI, THANPHUI), OyTHpOPEHOHBI (HAIpHUMEp,
JPOTIEPHUI0II, TaJONEPUIO0N), APyrue AaHTUIICUXOTHYECKHE NpenapaTtsl (Hampumep, MUMO3HU],
CEepPTUHON);

— QHTHUJICTIPECCAHTHI: TPUIIMKIMYECKHE aHTUICTIPECCAHTBI, CETIEKTUBHbBIE MHTMOUTOPBI 0OPAaTHOTO
3axBaTa CEpPOTOHUHA (LUTAIONPAM, ICIIUTAIIONPAM);

— aHTHOaKTepUAIbHBIE CPEICTBA: (PTOPXHHOJOHBI (JIEBOQIIOKCALIMH, MOKCH(]IOKCAINH,
cnapdiokcanyH, TUIPOQIIOKCALMH); MAKPOJIUAbI (3pUTPOMULIMH IIPU BHYTPUBEHHOM BBEICHUH,
AQ3UTPOMULIMH, KIAPUTPOMUIIUH, POKCUTPOMHUIIMH, CTUPAMULIKH ), KO-TPUMOKCA307I;

— MPOTUBOIPUOKOBBIE CPEACTBA psAa a30J0B (BOPUKOHA30JI, HTPAKOHA30J, KETOKOHA30JI,
baykoHa3omn);

— MPOTUBOMAIISIPUHHBIC CPEJICTBA (XUHUH, XJIOPOXUH, Me(IIoXuH, ranodanTpuH, TyMehaHnTpuH);
— aHTUAHTHHAJIbHBIC CPEJCTBA (paHoIa3uH, OepUaN);

— MPOTHUBOOMYXOJIEBbIE MPENapaThl U UMMYHOCYIIPECCAHTHI (BaHIETaHUO, MBIIIbSKA TPUOKCHU,
OKCaJIUIIIATHH, TAKPOIUMYC, aHaTPEITU);

— IPOTUBOPBOTHBIE CPE/ICTBA (OHJAHCETPOH);

— CpeJICTBa, BIMSIONINE HA MOTOPUKY KEITy0YHO-KUIIIEUHOTO TpakTa ([U3anpu/l, JOMIEPUIOH);
— aHTUTHCTaMUHHBIE Cpe/icTBa (acTeMu30, TepdeHaNH, MU30JIACTHH);

— MpOYHE AaKTHUBHBIC BEUISCTBA: NMCHTAMUIWH, TU(EMaHWI, BHHKAMHH IPH BHYTPHUBECHHOM
BBEJICHUH, Ba30NPECCHH, TEPIUINPECCHH, KETaHCEpHUH, MpoOykoj, mpomnodoii, ceBodIypaH,
TEPOWINH, IIUJIOCTAa30]1, METaJIOH.

[ToBBIIIEHHBIA PUCK PA3BUTHS IKEIYAOYKOBBIX APUTMHIA, B YACTHOCTH MOJUMOP(HOMH
KEITyA0UKOBOM TaXMKapIUU THIIA ITHPYIT» (PaKTOp pUCKa — TUITOKATHEMHUS).

[lepen Ha3HaueHWEM KOMOMHHPOBAHHOW Tepamud WHAAMAMUAJOM | YKa3aHHBIMH BBIIIE
mpernapaTamM CJIeAyeT MPOBECTH HCCIENOBAHUE C IEIbI0 BBISIBICHUS THUIMOKAIMEMUU H TPU
HEOOXOIMMOCTH MpPOBECTH Koppekuuto. HeoOXoauM KOHTPOJIb KIMHUYECKOTO COCTOSHUS
MaIlMeHTa, KOHTPOJIb COAEPKAHUS JIICKTPOJIUTOB B TJIa3Me KpPOoBH, rmokazateneit DKI .

vy IMaIfTMEHTOB C THIIOKaJIHEMHUEH HeO6XO)II/IMO OPpUMCHATH IIp€raparbl, HC BbI3bIBAIOIIHNC
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JIEOOBATENEHOCTE 0002)

100
HOJII/IMop(bHyIO JKEIIyJOYKOBYIO TaXUKapaUIO TUIIA «HI/IpSBT»:

Hecmepouonvie npomugogocnanumensvhvie npenapamsi (npu CUCEMHOM NPUMEHEHUU), BKII0YAs
cenexmugnwvle uneudoumopwl LJOI'-2, gvicoxue 003bl ayemuacaiuyuiogol kuciomol (> 3 o/cymku)
Bo3MOkHO cCHUKEHHE aHTUTUIIEPTeH3UBHOTO 3 (ekTa nHIanamMuaa.

VY 00e3BOXKEHHBIX MAIIMEHTOB CYIIECTBYET PUCK PAa3BUTHUS OCTPOW MOYEYHOW HEJOCTATOYHOCTU

BCJICJICTBHE CHIKEHHUS KIIyOOUKOBOM ¢uuibTpanuu. IlannenTam HEOOXOIUMO KOMIEHCHPOBATH

MOTEPIO XKUAKOCTH U B Ha4ajie TePANUH TIATEIbHO KOHTPOIUPOBATH (PYHKIIUIO TTOYEK.

Hneubumopul aneuomensun-npespawarouieco pepmenma (AID)

Ha3znauenne narnoutopoB AII® ¢ m3Ha4ambHO CHM)KCHHOW KOHIICHTpAllMeW MOHOB HATPHS B

KPOBHU COIIPOBOXKJAETCSI PUCKOM BHE3AIHOW apTepUaIbHON TMIOTECH3UH U/WIH OCTPON TOYEYHOM

HEJI0CTaTOYHOCTH (B YACTHOCTH, Y MAIIMEHTOB CO CTCHO30M IT0YEYHOW apTepHN).

[Tatmentam ¢ apmepuanvHou  ecunepmeHnsuer W BO3MOXKHO CHW)KEHHOW, BCJIEICTBHE

MPEIIIeCTBYIOIIET0 NPUMEHEHUs JTUYPETHKOB, KOHIIGHTpAllMel HOHOB HATpUs B KPOBH,

HE00X0UMO:

— 3a 3 gHda 1o Havanma JjedeHus uHruomrtopom AIID mpekpaTHTh mpueM AWYypeTHKOB. B
JMalbHEWIeM, MpU HEOOXOJUMOCTH, MPHEM HEeKAIUKWCOeperaronero JUypeTuka MOXKHO
BO300HOBUTE;

—  WJIM HAYMHATh Tepanuto HHruouTopom AIID ¢ HU3KUX 1103, C MOCIEAYIOMINM MTOCTEEHHBIM
YBEJIMUYEHUEM JI03bI B CIIy4ae HEOOXOAUMOCTH.

Ilpu xponuueckoti cepoeunoii Hedocmamounocmu Iedenne uHruoutopamu AllD cremyet

HAUMHATh C CaMbIX HHU3KUX J03 C BO3MOXHBIM TIPEIBAPUTEIBHBIM CHIDKEHUEM 03

HeKaJINCcOeperarmmiero JnypeTuka.

Bo ecex cnyuasx, B nepBbie Henenu npueMa HHrUOUTOpoB AIID y marnueHTOB HEOOXOIUMO

KOHTPOJIMPOBATh (PYHKIIMIO MTOYEK (COoAepKaHNe KpeaTUHUHA B IJIa3Me KPOBH).

Hpyaue npenapamsi, cnocobuvlie 6vl36ame cunokanuemuro. amgpomepuyun B (6/8), enoxo- u

MUHEPATOKOPMUKOCMEPOUObL (NPU CUCMEMHOM NPUMEHEHUU), MempaKo3aKmuo, ciadbumenbHvle

cpedcmea, cmuMyaupyoujue MoOmopuKy KUuuleuHuxka

YBenuueHue pucka pa3BUTHS TUIOKATTMEMUH (aJAUTUBHBIN 2P eKT).

Heo0xoaum MOCTOSTHHBINA KOHTPOJIb KOHIIEHTPAILIMU KaJlus B MJIa3Me KPOBH, MPU HEOOXOIMMOCTH

— ee koppekuus. Ocoboe BHUMaHueE ClelyeT YAeNlsATh MalueHTaM, OJHOBPEMEHHO MOITyYaroliuM

cepAcyHble TJIMKO3UIBl. PEeKOMEHIyeTcsi WCIONb30BaTh CIIa0WTEIbHBIE CpEACTBA, HE

CTUMYJTHUPYIOLINE MOTOPUKY KUIIIEUHUKA.

baxnogen

OTMeuaeTcsl yCWICHHE aHTUTUTIEPTEH3UBHOTO Y deKTa.

HaHI/IeHTaM HGO6XO)II/IMO KOMIICHCHUPOBATH MOTEPIO JKUAKOCTH U B HAYAJIC JICUHCHUA TIIATCIBHO
7
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(NOCNEQCBATENEHOCTE 0002)

KOHTPOJIUPOBATh (PYHKIIMIO MOYEK.

Cepoeunbie enuKo3udbl

['umokanuemMust u/viy TUIIOMArHUEeMUsl MOKET IPOBOLIMPOBATH YCUIICHHE TOKCHUYECKUX Y (HEKTOB
CepleUYHbIX TIUKO3UI0B. [IpM OAHOBpEMEHHOM NPUMEHEHHWU HHJANAMUAA U CEPACUYHBIX
[JIMKO3HUJIOB CJIEyeT KOHTPOJUPOBATh KOHICHTPAIIMIO Kajlusi U MarHus B IUIa3Me€ KPOBH,
nokazatenu DKI', v, npu He0OX0AUMOCTH, KOPPEKTUPOBATH TEPAIHIO.

KomOunaumu, Tpedvyroume 0codoro BHUMaHus

Annonypunon
CoBMecTHOE MpPHUMEHEHHE C MHAANaMUJOM MOET TOBBIIIATh PHUCK Pa3BUTHS peakUuit
TUTIEPUYBCTBUTEIIBHOCTHU K aJIJIOIYPUHOITY.

KoMOuHaimu, tpedvIionne BHUMaHUA

Kanuiicoepezarowue ouypemuxu (amuiopuod, CnupoHOoIaKmoH, mpuammepeH)
KomOuHupoBaHHass  Tepamusi  HMHAANAMUJAOM W KaJUHCOSperalomMu  JHYPETHKAMH
nenecooOpa3Ha y HEKOTOPBIX MAI[MEHTOB, OJHAKO TPH STOM HE HMCKIIOYAETCS BO3MOKHOCTH
Pa3BUTHS TUMOKAIMEMHUW WM TUINEPKATHEMUH (OCOOCHHO Yy TAIIMEHTOB C IMOYCYHOU
HEJIOCTaTOYHOCTHIO WJIH Y MAIMEHTOB C CaXapHBIM TUA0ETOM).

Heo6xo1mMo KOHTPOJIMPOBATh KOHIICHTPALIMIO KalUs B IJ1a3Me KpoBH, nokazarenu DKI u, npu
HEO00XO0IUMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Memopmun

OyHKIMOHANBHAS TTOYEYHAS HEJOCTATOYHOCTh, KOTOpas MOXET BO3HHMKATh Ha ()OHE Mpuema
JTUYPETHUKOB, 0COOCHHO TMETJIEBBIX, MOBHIIIAET PUCK PA3BUTHS MHAYIIUPOBAHHOTO METPOPMUHOM
MOJIOYHOKHCIIOTO aln/03a.

He cnemyer npuMeHsTs METOPMHUH, €CITH YPOBEHb KpeaTHHUHA B TJIa3Me KPOBH IpEBHITIaeT 15
mr/1t (135 Mkmosb/m) y My>xuuH U 12 mr/a (110 MKMOITB/T) y JKEHIIHH.

Hoocoodepaicawue konmpacmuvie seuyecmsa

B cirydae o6e3BoxkuBaHUs OpraHu3Ma Ha OHE TIpHeMa TNyPEeTUICCKUX MPENapaToB YBEITUIHBACT
PHUCK Pa3BUTHSI OCTPOU MIOYSUHON HEJTOCTATOTYHOCTH, OCOOCHHO ITPH UCIIOJIL30BAHUHN BHICOKHUX JI03
foicomep Kalux KOHTPACTHBIX BEIIECTB.

[lepen mnpumeHeHHEM HOJACOMEPKAIIMX KOHTPACTHBIX BEIIECTB TMAallMeHTaM HEOO0XOAMMO
KOMIICHCHPOBATh TIOTEPIO JKUKOCTH.

Tpuyuriuyeckue aHmuoenpeccanmol, AHMUNCUXOMUYECKUE NPenapamol

[TpemapaTsl 3TUX KIJIACCOB OKAa3bIBAIOT AHTUTUIIEPTEH3MBHOE JIEHCTBHUE U YBEIUYHBAIOT PHUCK
Pa3BUTHUS OPTOCTATUYECKOM TUMOTEH3UHU (aITUTUBHBIN YD (HEKT).

Kanvyuii (conu)

HpI/I OOIHOBPECMCHHOM IIPUMCHCHUHW BO3MOXHO Pa3BUTHC THICPKAIBIUEMHUU BCICACTBUC

8



COOTBETCTBYET 3KCNEPTHOMY OTUETY
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(NOCNEQCBATENEHOCTE 0002)

CHHMXXCHHA BBIBCICHHA NOHOB KaJIbIIUA ITOYKaMH,.

Lluxnocnopun, maxponumyc

Bo3MoxHO yBenWuYeHHE KOHIIEHTPAllMM KpPEaTMHWHA B TIUIa3ME€ KPOBH 0€3 HW3MEHEHUs
KOHIEHTPALUU LUPKYJIUPYIOLIEr0 HUKIOCIOPUHA, JaXKe MPU OTCYTCTBUM MOTEPU BOJIBI M1 HOHOB
HaTpUA.

Kopmuxocmepououvie npenapamol, mempaxozaxmuo (cucmemHoe Ha3HaueHue)

CHIDKEHUE aHTUTHIEPTEH3UBHOTO 3(dekTa (3amepKka BOABI U MOHOB HATPHUS B pE3yJIbTare
JENCTBUS KOPTUKOCTEPOHIOB).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb M JIAKTALMS

bepemeHHOCTD

B Hacrosmmii MOMEHT HET JOCTATOYHOTO KOJIMYECTBA JAHHBIX O MPUMEHCHUH HHIANaMHUAa BO
Bpemsi OepemeHHOCTH (omucaHo menee 300 ciywaeB). JlnuTenbHOE MPUMEHEHUE THUA3HMIHBIX
JTUYPETUKOB B TPETHEM TPUMECTpPE OEPEMEHHOCTH MOXKET BBI3BIBATH TUIIOBOJIIEMHUIO y MaTEpH U
CHW)KCHHE MaTOYHO-TUIAIICHTAPHOTO KPOBOTOKA, YTO MPUBOJUT K (PeTOTUIAIIEHTAPHON HIIEMUN U
3aJIepXKKe pa3BUTHS TUIO/A.

HccnenoBanus Ha )KMBOTHBIX HE BBISIBUJIM MPSIMOTO WJIM HEMPSIMOTO TOKCUYECKOTO BO3/IEHCTBUS
Ha PENPOIYKTUBHYIO (DYHKIIHIO.

B kadectBe MephI MPEIOCTOPOKHOCTH, PEKOMEHIYETCSI M30eraTh MPUMCHCHHS HHIAIaMUIa BO
BpeMsi OEpEMEHHOCTH.

Jlakranus

JlaHHBIX O MPOHMKHOBEHHH WHIANaMUIa WIH €ro MeTabOJIMTOB B TPYJHOE MOJIOKO Yy YellOBEKa
HEJOCTAaTOYHO. Y HOBOPOXKJACHHOTO IPU 3TOM MOKET Pa3BHTHCS TTOBBIIIICHHAS YYBCTBUTEIIBHOCTh
K TPOM3BOJMHBIM CyJib(poHAMUIAa © THIOKATUEMHS. B CBI3M C O3TUM, PHCK JUISA
HOBOPOKJCHHOT'O/MJIa/ICHIIa HE MOXET ObITh UCKITIOUYEH.

Wupgamamun OnMM30K K THA3HAHBIM JUYPETHKAM, TPUEM KOTOPBIX BBI3BIBAET YMEHbBIICHUE
KOJIMYECTBA TPYTHOTO MOJIOKA MJTH JIaXKe IMOAaBJICHUE JIAKTAIIHH.

[TpumeHeHne WHAAMaMH/Ia B TICPUOJI TPYHOTO BCKAPMIIMBAHHS HE PEKOMEH Ty ETCS.

DepTUabHOCTD

HccnenoBanust penpoyKTUBHOM TOKCUUHOCTH MOKa3ald OTCYTCTBHE BIUAHUA Ha (PEepTUIBLHOCTD
CaMOK U caMIIOB KpbIC. [IpennonoxxutenbHo, BIUSHUE HA (PEPTHIIBHOCTH Y YETIOBEKA OTCYTCTBYET.
4.7. BausiHue HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpeICTBAMH H padoTath ¢
MeXaHHU3MaMH

WHpanaMul He BIMSET HA HapyLIEHWE BHUMAHUSA, HO B HEKOTOPBIX CIIy4yasX MOI'YT BO3HMKAaThb
peaxiuy, CBsI3aHHbIE CO CHUKEHHEM apTepuaibHOIO JaBlI€HUs, 0COOCHHO B Hayaje Teparnuu Win

npu 100aBIE€HUU K MPOBOAMMON TEpanuu JPYrMX aHTUTUIIEPTEH3UBHBIX JIEKapCTBEHHBIX
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npenapaToB. B pesymbrare ciocoOHOCTH yIpaRisTh antONOBH oM Ty FUMA M dHiksmamu

MOYXeET OBITh HapyIICHA.
4.8. Hexkes1aTeibHbIE peaKkUM

Pesrome mpoduisg 6esonacHOCTH

Haubonee 4acTbIMH HeEKeJIaTEIbLHBIMU p€aknusaMn, O KOTOPBIX COO6H.[&J'IOCI), ObLIU
THUIIOKAJIMEMHUA, PCAKIIUN MOBBIIICHHOM YYBCTBUTCIIBHOCTHU, B OCHOBHOM ACPMATOJIOTMYCCKHUE, Y
ManuCHTOB C MPEAPACIIOIOKCHHOCTBIO K AJUICPTUICCKUM U ACTMATUYCCKHUM PCAKIIUAM, a TAKIKC
MaKyJIO-IIaIlyJIC3HAA CbIIIb.

TabanuHoe pE3IOME HEKENATCIBLHBIX PEeaKIIMH

Yacrora moOOYHBIX pEaAKIUi, KOTOpPbIe ObUIM OTMEYEHbI BO BpEeMs TEpaluy HHAAMAMHJIOM
NpUBEJCHA B BHUJE CICAYyIOIIEH rpamaiuu: odeHb vacto (>1/10); ywacro (>1/100, no <1/10);
Hevacto (>1/1000, Ho <1/100); peaxo (>1/10000, o <1/1000); ouens peako (<1/10000); yacTora

HCU3BCCTHA (Ha OCHOBAaHHMHM UMCIOINIUXCA JAHHBIX OOCHUTD HCBO3MO)KHO).

CucremMHO-OpraHHblii
HexenaTenbHble peakunu Yacrora
kiaacec MedDRA
ATrpaHyJonuTo3 OueHb penko
Hapymienust co cTopoHbI | AIUIaCTUYECKast aHEMUS OueHb penko
KpOBH W JIMM$paTHIecKoi | ['eMomuTnyeckas aHeMust OueHb penko
CHUCTEMBEI Jleikonenusa Ouens penko
TpomboruToneHus Ouensb penko
lNunepkanbuuemus OueHb penko
I'mmokanuemus (cM. pasznen 4.4) Yacro
Hapyuenus
T'unomarunemust Penxo
MeTa0oaM3Ma ¥ ITUTaHUS
['mnoxnopemus Penko
I'unonatpuemus (cm. pazzaen 4.4) Heuacro
Bepruro Penko
[ToBbllIEHHAsT yTOMIISIEMOCTD Penxo
Hapymenust co ctopoHbl
. I'onosHast 6016 Penxo
HEPBHOMW CHUCTEMBI
[TapecTesns Penko
O6Mopok UYacToTta HensBecTHA
Muonus YacToTa HEeM3BeCTHA
Heuetkoe 3penue YacroTa HEen3BeCTHA
Hapymienust co ctopoHbl
Hapymienue 3penust YacroTa Hen3BecTHA
opraHa 3peHus
Ocrtpas 3aKpbITOYTOJIbHAS TJIayKOMa YacToTa HEM3BECTHA
XOpHOUIaTbHbINA BBIOT YacToTa HEU3BECTHA
AputMmus OueHb penko
[TonumopdHast xemy109KoBasi TAXUKAPAHS
Hapymienust co ctopoHbl
TUNIA  «OUpPYdT»  (MOTEHIUMANBHO  C
cepaua YacroTa HEeH3BECTHA
JeTaIbHBIM UCX0A0M) (cM. paszensl 4.4 u
4.5)
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IICYCHU U
KEJIYCBBIBOOAIINX HYTCﬁ

| l_l.-,_"__'I_.F.;.q-'_H'."I,.I,-q—— I'-I,,I“I:_'|

Hapy1ieHust co CTOpOHBI JTULITERVBATENBHRUL Th WV

ApTepuasibHasi TUTTOTEH3H Od9cHb peaKo
COCY/IOB

PBota Heuacto

TomrHoTa Penxo
KenynouHo-KkuIeuHbie

3anop Penxo
HapyIIeHUS

CyxocTb BO pTY Penko

[Tankpeartur OueHb penko

Hapymenne Gpynkuuu nedenu Ouensb penko
Hapymenust co croponsr | Bo3amokHO pa3BUTHE [MEYECHOYHOH

sHIepanonaTHH B Cllydyae ICUYCHOYHOMH
HEI0CTaTOYHOCTH (CM. paszaeisl 4.3 u 4.4)

YacToTa HEeM3BECTHA

Hapymenust co ctopoHnbl
KOKH U TOJIKOKHBIX
TKaHei

I'enatut Yacrora Hens3BecTHA
Peakuuu noBeiieHHOM yyBCTBUTENBHOCTH | HacTo
Makyno-narmyJie3Has Cblllb Yacro

ITypmypa Heuacrto

AHTHMOHEBPOTHUYECKUI OTEK

OueHb penko

Kpanusauna

Ouensb penko

Tokcuyeckuii dnuIepManbHbIi HEKPOIU3

Ouensb penko

Cunapom Crupenca-/[xoHcoHa

OueHb penko

Bo3moxHO oOocTpeHHe yke HMEroIIecs
OCTPOM CUCTEMHOW KpacHOM BOJTYaAHKHU

YacToTa HEeu3BeCTHA

Peakun  hOTOUYBCTBUTEIHHOCTH

paznen 4.4)

(cm.

YacTtoTa HEU3BECTHA

Hapymenust co ctopoHnsl
MOYEK U
MOYEBBIBOJSIIMNX ITyTEU

IToueuynas HenOCTATOYHOCTh

OueHb penko

Hapymenust co ctopoHsl
MBIIIICYHOM, CKEIICTHON 1
COCIUHUTEIILHON TKaHU

CnasM MBIIIII

YacToTa HEeM3BECTHA

Meimeunast ¢i1adocTh

YacTtoTa HEU3BECTHA

Muanrus

YacTtoTa HEU3BECTHA

Pabonomuonus

YacTtoTa HEU3BECTHA

Hapymienust co cTopoHsl

EMPOAYKTUBHOMN
petpory DOpekTuibHas TuchHyHKIUS Heuwacro
CUCTEMBl W MOJIOYHBIX
xKeres
Ymmuenue uaTepBaia QT Ha DKI (cwm.
YacroTra Hens3BecTHA
pasznens 4.4 u 4.5)
[ToBbIllIEHNE KOHIIEHTPAIIMHM TIIIOKO3BI B
JIabopartopHbie u YacroTa HEeM3BECTHA
KpoBH (cM. pazaen 4.4)
WHCTPYMEHTAIIbHBIE =
[ToBbIllIEcHE  KOHIIGHTpPAIIMM  MOYEBOM
JTaHHBIE YacroTa HeM3BECTHA

KHCJIOTHI B KPOBH (cM. pazzaen 4.4)

IloBBIIEHNE AKTHUBHOCTH «II€YEHOUYHBIX)

(hepMeHTOB

YacTtoTa HEU3BECTHA

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUM
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B pamkax uccnenosanwii 11 u 111 da3el, cpaBHUBRIOITHX hﬂ%ﬁ%ﬁg%ﬁé:t; ﬁtr':lr:f '2‘;'5 MT,

BBISIBJICHO /10303aBUCUMOE BIMSIHUE UHJIAlIaMU/1a HA YPOBEHb KaJIMs B IJIa3Me KPOBU:
— Mupgamamun 1,5 Mr: KOHIIGHTpaIys KaIUs B TUIa3Me KpOBU MeHee 3,4 MMOJIb/1 Habojanace y
10 % marueHTOB M KOHILGHTpAIUs Kaius B IJIa3Me€ KPOBH MeHee 3,2 MMOJIb/J HaOIoaanach y
4 % nanueHToB 4epe3 4—6 Henenb nocie Havana tepanuu. [locne 12 Henenb Tepanuu cpenHee
CHIDKEHHME KOHIICHTPALUH Kallusl B IJ1a3Me KpoBH cocTaBisiio 0,23 MMOIIb/II.

— Mupgamamun 2,5 Mr: KOHIIGHTpAIMs KIS B TUIa3Me KpOBU MeHee 3,4 MMOJIb/1 Habojanace y
25 % marueHTOB W KOHIICHTpAlUs Kajus B IJJa3Me KPOBH MeHee 3,2 MMOJIb/J HaOIroganach y
10 % manuenToB vepe3 4—6 Henmenb mocie Hadana Tepanuu. [locie 12 Henmens Tepanuu cpeaHee
CHIDKEHHE KOHIICHTPALUH Kallus B IJ1a3Me KpoBH cocTaBisiio 0,41 MMomb/i.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01math 0 mo103peBaeMbIX HeXKeIaTSIbHBIX PEAKIUAX IMOCIIE PErUCTPAIMH Ipenapara ¢
LEIbI0  O00CCIEUYCHHS HENPEPHIBHOIO MOHUTOPHUHTAa COOTHOIICHHUS «IOJb3a — PHCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMaTh O JIF0OBIX
MOI03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mperapara 4epe3 HallmOHAJIbHbBIC
CUCTEMBl COOOILEHUS O HEXKeJIaTeNbHBIX pPEaKIUsIX TroCcyAapcTB — ujaeHOB EBpasuiickoro
SKOHOMHYECKOI'0 COI034a.

Poccuiickasa ®@eoepayus

OdenepasibHas Ciryx)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1jiomiaipb, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexkTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTn «IHTepHET»:!

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

4.9. Ilepeno3npoBka

CuMnTOMBI

Wupamamu naxke B O9€Hb BBICOKUX J103aX (1m0 40 wmr, T.e. B 27 pa3 OoJbIIe TepaneBTUICCKON
J103b1) HE OKa3bIBAET TOKCUYECKOTO ICHCTBHSL.

[Tpu3Hakyu OCTPOro OTpaBIEHUS JIEKAPCTBEHHBIM IIPENApaToOM B IMEPBYI0 OYEpEAb CBSA3AHBI C
HapylIeHHUEeM BOJHO-3JIEKTPOJIMTHOTO OayiiaHca (TUMOHATpueMus, rumnoxkanuemusi). U3
KJIMHUYECKUX CUMITOMOB MEpPEAO3MPOBKH MOTYT OTMEYaThCs TOILIHOTA, PBOTA, apTepuUaIbHas
TUIIOTEH3HUs], CYyAOPOTIH, BEPTUTO, COHIIMBOCTb, CIIyTAHHOCTh CO3HAHMS, IOJUYPUS WIH OJUTYpPHS
C BO3MOXXHBIM MIEPEX0I0M B aHYPHIO (BCIIEICTBUE TUTIOBOJIEMHH).

Jleuenue
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IMPOMBIBAHUEC  JKCIIYJdKa W/WIM  Ha3HAYECHUE AKTUBUPOBAHHOTO yIji1 C TOCICAYIOIHUM

BOCCTAHOBJICHUCM BOAHO-3JICKTPOJIUTHOI'O OajnaHca B CIICHUAJIM3UPOBAHHOM OTACIICHUU.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCcKHe CBOICTBA

®dapMakoTepaneBTUYECKas TPYMIa: TNyPEeTUKH; THA3UOMOA00HBIC TUYPETUKH; CYIb(OHAMUJIBIL.
Koxg ATX: CO3BAI11

MexaHu3M IeHCTBUS

WMupanamul OTHOCHTCS K MPOU3BOAHBIM Cylb(oHaAMHIA C HWHAOIBHBIM KOJBIOM H TIO
(apMaKoIOTHYECKUM CBOWCTBAM OJM30K K THA3UIHBIM JAUYPETHKAM, KOTOPbIE HHTHOUPYIOT
peabcopOIMI0 HOHOB HATpus B KOPTUKAJIBHOM cermMeHte mnetiaun Hedpona. [lpu sTom
YBEITMYMBAETCS BBIJCICHUE IOYKAMU HOHOB HATPUs, XJIOPA U, B MEHBIIECH CTENIEHH, HOHOB KaJlHs
¥ MarH#si, YTO COMPOBOXKIACTCS YBEIUYCHUEM JUYype3a U THIIOTEH3UBHBIM 3 (EKTOM.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

B xmmanueckux wuccnaepoBanusax Il m Il da3el nmpu mpumMeHeHMHM WHAaNamMuia B PEXUME

MOHOTEpANuu ObLI MPOIEMOHCTPUPOBAH TUIIOTEH3UBHBIN 3 (PeKT, coxpaHsomuiics B TeueHue 24

4acoB. DTO OTMEUYAIOCh Ha (JOHE /103, OKA3BIBAIOIINX CI1a00e AUYPETHIECKOE e CTBUE.

AHTUTHIIEPTEH3UBHAs aKTUBHOCTh MHAANAMU/IA CBSI3aHa C YJIYYIIEHUEM 3JIaCTUUYECKUX CBOMCTB

KPYMHBIX apTepUid, YMEHbBIIIEHUEM apTEPUOIISPHOTO U OOIIEro nepupepuyeckoro cocyaucToro

COIPOTHUBIICHUS.

WupanamMui yMEeHbIIAET TUIEPTPOPHUIO JIEBOTO HKETYyI0UKa.

[Tpu nocTH>XEHNUN ONPEIeNIEHHOM 03Bl THA3UIHBIX U THA3UA0I0I00HBIX INYPETUKOB OTMEYAETCS

IUIaTo TepaneBTUYecKoro 3¢ddexra, B TO BpeMs Kak 4acToTa MOOOYHBIX APPEKTOB MPOa0JIKAET

YBEJIIMUMBATBCS TIPU JAJbHEWINEM IIOBBIIIEHUM J03bl Ipenapara. [loatomy He cuemyer

YBEIMYMBATh 03y IIpernapara, €ciii Ipy MPUMEHEHHH PEKOMEHJOBAaHHON 03Bl HE JOCTUTHYT

TepaneBTUYeCKuil 3P PeKT.

B xopoTKHX, CpeaHel JINTEIBbHOCTH U JOJITOCPOYHBIX UCCIEIOBAHUAX C YYaCTHEM NALUEHTOB C

apTepHallbHOM TUTIEPTEeH3HEH OBLIIO MMOKA3aHO, YTO WHAAIAMMU/;

— HE BIIMfAET Ha MOKa3aTelld JUIUJAHOIO OOMEHa, B TOM YHCJI€ Ha YpOBEHb TPUIIHUIEPUIIOB,
XOJIECTEPUHA, JINTIONIPOTEMHOB HU3KOM IIJIOTHOCTH U JIMTIONPOTENHOB BBICOKOM IIJIOTHOCTH;

— He BIMSET Ha MOKa3aTelu OOMEHa YIJIEBOJOB, B TOM YHCIE y MAIMEHTOB C CaXapHBIM
MadeTOM.

5.2. ®apmakoKUHETHYeCKHE CBOHCTBA

B tabnerkax Nunmanmamupn ®dapmacuHTe3 NEUCTBYIOIIEE BEMIECTBO HAXOIUTCS B CIECIIHMAIBHOM
13



COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 31.01.2025 N= 2248

MaTpUKCe-HOCUTENE, 00ECIIeUuMBAIOIIEM TPOJI( HFI/IpOBé.J-—IIIlI‘(I):C.'-Ilgj;IB: '6%&%[—:" er‘dr'rhﬁ'n-'ﬁa B

JKEITyTOYHO-KUIIICYHOM TPAKTE.
AOGcopouus

BbicBOOOMBIIHIACSA MHAAAMUAT OBICTPO U TOJHOCTHIO BCACHIBACTCS B IKEIYJOYHO-KHIICUHOM
TpaKTe.

[Tprem NUIIY HE3HAYUTEIHHO YBEIUYUBACT BPEMsl BCACBIBAHUS, HE BIUSS [IPH 3TOM Ha MOJHOTY
abcopOuuu.

MakcumanbHash KOHIEHTPAIUS B IJIa3Me KPOBH JIOCTUraeTcsi depe3 12 vacoB mocie mpuema
BHYTpPb OJHOKPATHOM 703bl. [Ipy MOBTOPHBIX MpHEeMax KoJjeOaHUs KOHICHTpPAIMK Iperapara B
I1a3Me KPOBU B MPOMEXYTOK MEXTy IPHEMaMHU Mperapara CriaKuBarTCsl.

CylecTByeT HHIMBHIyaTIbHast BAPHAOCIbHOCTD MIOKA3aTe/ICH BCaChIBAHUS IIperapaTa.

Pacupenenenue

Oxkono 79 % mpemapaTta cBsi3bIBaeTcs ¢ OelkaMu Iuta3mMbl KpoBH. llepuon monyBbIBelEHUS
npenapara coctasisier 14—24 yaca (B cpenneM, 18 yacon).

PaBHOBECHAs1 KOHUEHTpALMSA JOCTUTAETCS Yepe3 7 JHEU Mpruema nmpenapara.

[Tpu moBTOPHOM MpHUEME Mpenapara He HAOIIOAAETCS €ro KyMyJISIUY.

BI/IOTDaHCd)ODMaHI/IH

WMHpanaMui BBIBOJUTCS B BHJIC HCAKTHBHBIX METAa0OJMTOB, B OCHOBHOM moukamu (70 % ot
BBEJICHHOMW J103b1) U uepe3 KuieyHuk (22 %).

Oco0bIe I'pYIHIIBI NAIIMCHTOB

V manueHTOB C IMOYE€YHOM HEAO0CTATOYHOCTHIO (bapMaKOKI/IHCTI/IKa JICKApCTBCHHOTO IIpfriapara

Nunanamuy @apMacuHTE3 HE U3MEHSETCS.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

Snpo TabieTku

runpomeriosza 2208

JIAKTO3bI MOHOTUAPAT

nosuaoH K30

KPEMHUS JTHOKCH]] KOJUTOUTHBIN
MarHusi cTeapar

[TneHouyHas 000I0YKa

runpomernosa (I'TIMII) 5

makporoi 6000 (monustuneHraukons 6000)

nosmmcopoar 80 (TBuH 80)
14
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(NMOCNEOOBATENEHOCTE 0002)

THUTAaHAa JHOKCHL

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 roja.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTb B 3aILMLIEHHOM OT CBETa MECTE IIpU TeMieparype He Boie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

ITo 10 mnm 15 TabaeTOK B KOHTYPHYIO SYCHKOBYIO YITAKOBKY W3 IJICHKH IMOJTMBUHUIXJIOPUIHON U
(donbry aNMIOMUHUEBOHN MTEYaTHOM JTAKUPOBAHHOM.

[To 10, 20, 30, 40, 50, 60, 90 unu 100 Tabnerok B OaHKY W3 MOJUMEpPAa HU3KOTO JNABICHUS C
KPBIIIKON HATATMBAEMOW C KOHTPOJIEM NEPBOTO BCKPBITHS M3 MOJUMEpPA HU3KOI'O M BBICOKOIO
naBieHus. Bo3aMoxkHO 3amonHeHue cBOOOJHOrO MPOCTPAHCTBA BaTol MeAuiuHckoi. Ha Ganku
HAaKJICUBAIOT 3TUKETKUA U3 OyMaru STUKETOYHON WU MHUCYEH, WM U3 TIOJTUMEPHBIX MaTepUasoB,
CaMOKJIESIIUECS].

[lo1,2,3,4,5,6,7, 8,9 unmu 10 KOHTYpHBIX SYEUKOBBIX yHaKoBOK 1mo 10 Tabierok wiu mo 2
KOHTYpHBIC S[YEHKOBBIE YMAKOBKU MO 15 TabJETOK BMECTE C WMHCTPYKLIHEH MO MPUMEHEHHIO
MOMEMIAIOT B MAaYKy M3 KapTOHA JJIs MOTPEOUTENbCKOW Tapbl. Ha mayky MoKeT HaKJIeHBaThCS
CaMOKJICSIIIAsICSl STHUKETKAa C MapKUPOBKOM M3 OyMaru STHKETOYHOW WM THCYEH, WM U3
MOJIMMEPHBIX MaTepuasoB. [lauku nomMemarT B TpyNnoBYO yIaKOBKY.

[To 1 Ganke BMecTe ¢ WMHCTPYKLHEH MO MPUMEHEHHIO MOMEINAIOT B MayKy W3 KapTOHA s
noTpeduTensckoil Tappl. Ha mauky MoOKeT HakJeuBaTbCsl CaMOKJIEAIIAsCs OSTUKETKa C
MapKUpPOBKOW M3 OyMard STUKETOYHON WM MHCYEH, UK W3 TOJMMEPHBIX MarepuaioB. [lauku
MIOMENIAIOT B TPYIIIOBYIO YIAKOBKY.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHHHM HMCIOJIB30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcje NpPHUMEHEeHUus:
JIEKapCTBEHHOI0 Npenapara v Apyrue MaHuIyJsIHU € NpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccuiickas @enepanus

000 «®apmacunre3-TrOMEHb»

625059, TromeHckas o0i., T. TroMeHs, TpakT Bemmkanckuit 7 kM, 1. 2
Ten.: +7 (345) 239-38-56

Anpec snekTpoHHO# mouThl: info-pst@pharmasyntez.com
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COOTEBETCTEBYET JKCNEPTHOMY OTYETY
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50002

7.1. llpencraBuTeib AepKaTessi PericTPAlMOHHOIO jﬂ&'%ﬁ%ﬁTEﬂbHc CThb 0002]

IIperen3un HOTDC6I/ITGJICI71 HaIpasJIATH 110 aApECy:

Poccniickas @enepanus

000 «DapmacunTe3-TIOMEHbY

625059, Tromenckas 00:1., . Tromenb, TpakT Bennmxanckuit 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec snekTpoHHOM nouThl: info-pst@pharmasyntez.com

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. IATA TEPBUYHOWM PETMCTPALMU (MMOATBEPKIEHUSI PETMCTPALIUU,
MEPEPETUCTPALIAN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO01as xapakTepuCTHKa JIeKapcTBEHHOTo npenapara Munanamua ®dapmacuHTes AOCTyNHA Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHHUKaIMOHHOM cetn « HTepHe™» https://eec.eaeunion.org/.
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